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180 Dundas iSt. West 
WOOO, Winneeueso 


: Thursday, 
Maye 20, 195.2 
AMelid; APWIRUC SIR LAR OIIS IDIOMS! JEN, RUSE IONIOIUME IRN 
RESUMED PURSUANT TO ADJOURNMENT 
10 
APPEARANCES» ASHERE TORORE, NOTED 
7 DR. DUPRE: Ladies and gentlemen, good morning. 
15 Counsel, have you anything to raise before I 
|| aqreet the witness: 
MR. LASKIN: it loin ie jelolaigig (sien; GF. iClelelalicintetaly. 
i DR. DUPRE: Do any other counsel have any matters 
a to raise? 
MR. LEDERER: Mr. Chairman, perhaps I might just 
ty imimoduce theniwentlemanvisut timo west colme.bidte? reidinoMark 
Edwards from our offices. 

I introduced Mr. Edwards to you because there may 
be occasions on which I cannot be with you when you are sitting, 
and on those days Mr. Edwards will be here in my place. 

x DRawDUPRES 1 Tivanktsyou; Mris Lederer 

You are very welcome here, Mr. Edwards. 

MR. LASKIN«* 8 Iusuppoese? theres Lis onetthing,! Mm 
Chairman. You know that the next time we sit will be a week 


tomorrow, when we will hear certain witnesses from Sweden, via 
Montreal. And: just) too tells thes parties, iti may be that’ we will 
30: depart from our usual format of having individual witnesses 


testify and we may have some type of panel discussion or testimony. 
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ME DASHING (comt a.) GSor just. to tell the~ parties 
Loee may be coming. 
5 DR. DUPRE: = Thank you, counsel . 
Well, it gives me great pleasure to greet Dr. 
Parius Walker this’ mornino. Dr." Walker is currently the director 
of the Michigan Department of Health. He has been the Director 


£Or Occubational Healtnm Standards in the Occupational’ Safety and 
Heatto, cdminiStration, OlLeene United states Department of Labour. 
10 He has, in acdition, served in at- least two other 
American jurisdictions = New Jersey, District of Columbia. 
He has also been a public servant in™> cities of 
Dayton and Cleveland, Ohio. 
Altogether 12t is a privilege; on behalf of the 
Commission, to Greet a mest cistinguisned public servant. "Dr. 
Bailus Walker, you are most welcome here indeed, sir. 


Miss Kahn, may I ask you to Swear in the witness. 


DR. BAILUS WALKER, JR., SWORN 


THE WITNESS: Mr. Chairman, members of the Commission. 

Let me first express my sincere thanks and appreciation for the 
opportunity to participate in, these discussions dealing with 
occupational health standards and related matters. 

I am aware that you have had very extensive 
discussions dealing with epidemiological aspects of occupational 
health. I know some of the very distinguished persons who have 

25 appeared before you, and I certainly will not want to repeat much 
of what they have said. 

Imwould, lake. tomsketchian fairly broad) strokes what 
I see as some of the issues involved in moving from 
epidemiological or animal data into the development of standards 
designed to protect workers...or at least to reduce the risk of 


30 workers exposed to various toxic substances. 
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THE WITNESS aytcont ad.) Mow eliminating our 
exposure to toxic substances entirely can sometimes be accomplished 
by banning the use or the consumption of such material, but the 
alternative, and the usually-acceptable alternative to a ban, is 
a permissible or acceptable exposure level. 

In fact, the primary thrust of the various 
legislative Acts was for the pertinent government agencies to 
eetermine the risk, and especially the health risk, posed by 
hazardous substances, and then to establish a safe exposure level 
below which health should be adequately protected. 

When we get into carcinogens, that raises another 
issue which I would like to comment later on in the GVscus si On enie 
afternoon. 

But the process by which these exposure Wnmixes! aue 
set and subseguently modified, this process is inherently 
difficult, it's slow, and contentious. There are generally 
conflicting forces of play with major economic interests, and 
professional reputations are also at stake in this process. 

The available health-effects data are always 
inadequate and sometimes pathetically so. in terms of health 
data in support of regulations, the data from three types of 
research approaches are important. 

First, the toxicolocical data from studies in 
animals, and now more and more, in vitro test systems; and 
secondly, clinical study data...that is, data derived from 
controlled experimental trials in human volunteers; and third, 
epidemiological data from studies in human populations. 

Now, the three approaches are inter-related, and 
each plays an integral role in risk assessment and in determining 
sate levels of exposure, and they each bring their own special 
data to the process. 


Animal data are critveal, sinee they can provide 
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{Mei WALES S es (ceo! Gl. 3) data on high doses and 
test organs, for example, and they can also allow for the 
development of dose-response...a very, very important consideration 
in developing standards for the reduction of worker exposure to 
WaimouSs tOxX1¢e Substances. 

And yet, the problem of translating animal data 
to a human context is likely to remain with us, even when multiple- 
species information is available. 

Clinical studies can be used to verify, under 
controlled conditions, estimated derived from field or population 
studies, and they can also be used to develop a dose-response 
Series in some Cases.-2and I “underscore "some cases. 

Epidemiological data can provide statistical 
association between agent and the health inpoint, be that inpoint 
Carcinogenesis, teratogenesis, reproductive effects, etc. 

However, such studies can be weakened by the 
problem of definina exposure. Now, most of the existing 
epidemiological studies on occupational exposure rely on 
retrospective methods, and we have had to use duration of 
employment as a measure of exposure, rather than some direct 
measure of exposure. 

There is one notable exception I would like to 
DOLNEwOuUG tO that, and that is two epidemioloqrcal “studres: on 
aresenic that were developed by...or conducted, I should say... 
by Peto and Enterline, and Lee and Fraumeni. Both 
of these studies provided evidence of a dose-response, a 
relationship for the carcinogenic ertect Of arsenic, and in 
fact these two studies met many of the requirements of an ideal 
epidemiological study and significant weight was placed on their 
findings by the Occupational Safety and Health Administration 
in developing a standard for occupational exposure to inorganic 
arsenic. 


Perhaps one of the most vigorously-debated issues 
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THE WLINE Soe weoonte a.) related to human studies 


is the comparative weight of positive animal studies over nonpositive 


human studies. 
5 The Occupational Health and Satety Administration 

took the position in the cancer policy, which I'm sure we'll have 
more discussion about later on, we took the position that positive 


animal data should supercede human data. 


| Now, many of the observers hold the view that 
74 Ehis: POSition is scientipically unsound, but few of these 
| observers make any distinction between the qualitative and the 
quantitative use, and interpretation, of negative or nonpositive 
studies. 

tf Chink Vipwprincipie ites almost imoossi pie to 
Pp ove a negatives withvany study of a, fingte size. 9 An 
15 epidemiological study, like any screening test, is an instrument 
of limited sensitivity. Thus, however well the study may be 
Carried out, the most that one can conclude Ped aay Sete niente. 
failed to show an effect within the limits of sensitivity imposed 
oy he study design, 

It is also important to emphasize that occupational 


20) 4 oye 
epidemiology seldom provides results of a sufficient extent and 


I 


accuracy to guarantee adequate negative evidence and to establish 
the usage of any substance is safe, in the face of experimental 
evidence to the contrary. 

In other words, nonpositive epidemiological 
a) -s-udies ‘Cannot, in principle, establish the safety of a. substance 
Enat 1S under suspicion ion Other grounds. Vand thus aim ienerary 
positive results obtained) from one or more human epidemiological 
studies should be used to establish the qualitative inference 
Of carcinogenic hazards in human populations. 

On, the other hand, a positive animal data, should 
30; supercede nonpositive human data in qualitative identification 
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THE WITNESS: (cont'd.) Now, rarely will nonpositive 
epidemiological résults* provider evi dencen tovoffset scientifically- 
evaluated positive results of carcinogenicity observed either from 
ether animal"studies or*®tromeexperimental studies dnvtesttanimals. 

Now, using these research tools that I have 
peLrerily described, tovidencieyerherhavards , Sil thinkroner ods tkheenext 
things that’ we must’ do! 1s ?toe! estimatertherriskt e&Thevassessment of 
cancer risk, for example, in the work environment involves at least 
two" phases - one,’ the identifireation of a risk and the estimation 
of the risk in terms of dose-response for a particular chemical, 
and two, the evaluation of what degree of risk, for example, the 
level of exposure, should be accepted. 

As you well know, there are many scientific, 
philosophical and political preblems’ included in) ther hazardous 
undertaking of the cancer risk assessment. 

This issue took on added significance in the 
United States when’ the Supreme Court,.an> July of 1980 ,.wheld that 
OSHA exceeded its standard-setting authority because it had not 
shown that lowerino the benzene standards from ten parts per 
million to one part per million was reasonably necessary to provide 
safe and healthful employment. 

The Chief Justice, joined by two associate 
justices, concluded that the burden was on the regulatory agency 
to show that on the basis of substantial evidence that it is 
at least more likely than not that long-term exposure to ten 
paecs per million of benzene presents a significant cisk Of 
material impairment. 

The court said by empowering the United States 
Secretary of Labour to promulgate standards that are reasonably 
necessary or appropriate to provide for a safe and healthful 
workplace, the Occupational Health and Safety Act of ‘the United 


States implied that before promulgation of any standard that we, 
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THE WITNESS: | (cont'd..)) therregqulatory agency, 
must make a finding that the workplace in question is not safe. 

But) (savers sarc (eiremcount andi i wunderscorverthisy 
1s not equivalent to risk-free, and therefore the court concluded 
that before we can promulgate any permanent standard we had to 
mekies a-threshold findinoitham the! place of employment is unsafe 
in the sense that significant risks are present and that these 
risks could be eliminated by a change in practice through the 
regulatory process or some other means. 

Now Ont hegreour tymacke: Gite cl earl sthectl the reo ular ny 
agency should decide whatidis aicsionuit icanteiriskMand® that ithe 
criteria for the judgement of that risk does not have to be 
based) on scientific centainty. 

The court indicated that the regulatory agencies 
could rely on scientifically reputable opinion and conservative 
assumption, and need not await evidence of actual human disease. 

iti Wwsh impOmranie ben point out here that what the 
court did not know was that during the period of the development 
of: ithe. benzenes is band andsxtthate workers? ofr las laze? Ul Skachenical 
company exposed to less» than ten parts per million had been found 
by the company's own scientists to have significant increase: in 
chromosome damage. This information was withheld by the company 
until after the Occupational! Safetys andr Healthr Administration 
had published the filed benzene standard and it was too late to 
tne ludes the: informatvonbant they adminis trate ver records for ithe 
court review. 

So given that critical evidence was withheld from 
the agency, itis difttiacuiled topblaneamhed agency sor nottdoing!'a 
betteri gobsef quantifying thetirusk wmeex thengipart st ers mili on 
of benzene. 


I think the benzene example shows the conflicting 


and often political role! thatvandustny. pilaysransecctioatwonal health 
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THE WIGNESS? (cont “dey regulations. Some segments 
ef the’ industry have failea"te gather, or*have withheld/or 
distorted or manipulated, evidence which would have strengthened 
ene case’ tor lower occtpational exposure levels to- hazardous 
substances, and yet when the standard was finalized the industry 
usec" ini lcs Suit’ to block its *amplementation™ arqument’ that there 
1s inadequate evidence of significant risk. 

Now, one might argue that an acceptable risk is 
a frequency of events not exceeding the probability of death by 
a natural disease or due to great age. This definition does not, 
rowever, recognize the ™tfact that the probability of death by 
natural disease is not geographically or otherwise uniform in 
human populations. Nor does this definition recoonize the time 
of occurrence of the disease. It cannot be the same thing to die 
Of an infectious» erseasewat thirty vyears=or ade as" 2t 1s to die 
Of the same disease at ninety years of age.:.not to the individual, 
hus or’ her relatives" or" toesociety. 

Furthermore, and perhaps even more important, the 
definition does not recognize the fact that some diseases such 
as cancer may be increasing in incidence with time. And this 
means that background levels will be different after ten years 
than 2 1s tedaye™ Ts? thrs. ineitsel feaccentapler 

Now, our attitude to a risk varies with the type 
of risk. A voluntary risk might be more easily acceptable than 
an involuntary one, especially if the benefit to the person at 
risk Ts qreats A Tisk "posed hwy nature mignt” bevaeccepted in’ a 
different way than a manmade risk. A very small risk, and risk 
acy distance and 1nVtime and specetrnre Cirri1eule Tor racronal ly 
perceive and experience. I think one's personal experience of 
an injury and the suffering that follows may have a great 
eftfece- on one’s willingness*to reduce” that’ partreular” risk? 


T'think it “should also be remembered that 
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THE WITNESS?) (cont*d.)  oceupational risksesuch 
as cancer risks are often imposed on workers who are not informed 
Or maybe misinformed about the risks, and whomhavesnonothers chouce 
tnan to work in that particular job: 

In the work environment, risk and benefit do not 
necessarily involve the same individual. One individual may be 
exposed to the risk factor, while perhaps not getting much benefit 
out of the work, and while another person not exposed to the risk 
10| factor at all receives the main part of the benefit. 


So Withee requlatoryseauthorityed séthenothes last 


Cornereot the. ©risk Ceiaenaier 


Now a fundamental question that often surrounds 


the standard-setting process is how much health protection should 


= 


wetprovide for workers. 

For example, in establishing the standard for 
worker exvosure to coke oven emission, we in the United States 
were dealing withy alhnownscancer risks torworkers. at That was 
clearly acknowledgajby the steel industry itself. 

The regulatory agencies set a standard which 
20| represented \the extentootrthes mcdustrys snabilaty tosreduce worker 
exposure’ to? cOke. oven" ermssionsi bhroveh ithe rehabilitation of 
existing equipment - which was coke oven batteries - and through 
the proper design and construction and the operation of future 
coke oven batteries. 

The steel industry representatives agreed that 
25, coke roven”emissions’ Caused cancer. (They also agreed that. industry 
could, afford the cost Of cempivence: “Butlishe amavctrys concluded 
| shat the standard’ and therproteculen ai t-provaided was’ moerworth 
che cost of complvances 

Tt was Nota’ question of how much anduspry could 
afford. It was a’ fundamental question of howlmuch? protection 


a should workers have. 
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THE WETNESS ) (conte. ds) Now, min ibis connection; 
Lester Lave (phonetic), who is a leng—time \student tof regulatory 


issues and currently Sentor Fellow at the BroOokéen is sinstitute son 
Washinaton, has identified six frameworks for making regulatory 

Gecrsions: no xsieky technology-based standards, risk risk, 

risk benefit, cost effectiveness, regulatory budget and benefit 

Cosws 

He applied some of these or several of these to 
the coke oven emission standard that was published in 1975. -The 
no-risk framework would call for a closing of coke ovens unless 
emissions could be reduced to zero. 

The technology-based decision framework would call 
for the best available control technology» dandtwavlestheresas sone 
Gispute about thefavailabiityiot technology *thatewhllemeet the 
standard, a case can be made or could be made that even better 
Control technology istcurrenthyavatlable. 

Now the risk-risk framework, in that the beneficial 
health effects are considered along with the adverse health effects. 
In the case of the coke oven standards, the risk risk is not 
applicable here since there is no opposing risk to workers which 
might offset that from coke oven emissions. 

Atyeskebenefithanakysisihelos aalittle,«was the 
tradeoff between the price of steel and the risk to coke ovens 
1s somewhat complicated. A conventional approach is to examine 
the risk of these workers, meaning coke oven workers, in relation 
toe thes risky offothersweorkers: 

Benefit-cost analysis was used implicitly in 
setting the standards. There was considerable dispute about the 
cost of meeting the standard, and there was some dispute about the 
number of lung cancer deaths that could have been prevented. 

Now, each health standard is fundamentally an attempt 
to maximize the overall societal benefits and to minimize the 


Overall societal cost associated with the use of toxic substances 
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THE WINE SSS (contd: ),) the methodology to achieve 
this result cannot always be expressed in a rigid formula within 
which we can place precise numbers and get a définite answer or 
have a definite answer emerge. 

Rather, the methodology for Maximizing societal 
benefits and minimizing societal costs depends largely on 
Pegisilative and agency judgement on policy and value decisions 
that are embodied in the statute, and upon the implications of 
+0 alternative courses of action. 

The broad central guestiors to be grappled with 
are one: whether the current worker exposure tO a substance merits 
a standard to reduce exposure, and two: if so, how stringent 
Should the terms of the standard of the regulatory action be. 

The delicate balance of societal benefits and Cogs 

15 Gomes into play fire: in deciding what kind and how much evidence 

will be required to answer MUGc uy etl GuOteS, “toOathe first question. 

And second, in deciding where on the continuum 
between no regulation and an Outright ban to establish the terms 


of a standard regulatory action. 


Now, for a number of reasons cost and benefit 
ee are presented in different terms, and unfortunately, few 
regulatory agencies can balance the relative worth of two hundred 
and fifty million dollars, in the cost, of compliance, for example, 
versus two hundred and fifty lives that 'would be saved if a 
Standard or other regulatory strategy is complied with, even if 
25 the data are adequate to predice with certainty the reduction 
Of health risks) that would resale, 
Another \di tii culiy ie that aimost. the sole. source 
Cf information ‘on the costcf comoelmance is in the bands-oF those 
to be regulated by the standard. The cost of compliance is an 
important consideration... Wisceonot ineend oO CONVO VW eT Oat nat. svt 


30 is not...and it bears on two aspects of standard Sen l ing. 
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THE WLENESS: (cont?! d.) Bigot ois the cuestion, of 
peacsibidity. That is, what can reasonably be achieved by the 


ENGUSELY « 

This assessment obviously requires cost Cat a ee ase 
requires an understanding of the nature of the TCU Soe tits 
composition, the technology available today, the degree of worker 
exposure, and the extent to which this exposure should be reduced. 
These, as you have probably concluded, are complex issues. 

The second element is one of time. Often the cost 
of compliance can be extended over a long period) through the 
development of an orderly time-phasing process, whereby over time 
industry will change production equipment.and facilities and 
these changes will ultimately result in a reduction in worker 
exposure to hazardous material. 

Although the cost of compliance is an important 
consideration, the United States Supreme Court held in the American 
hextilo, Manutactiners, Instoturce, versus the Seererary .O se lia oOl re... 
this is better known as the cotton dust case and I think some of 
you-are familiami wich utr ewe, Cost benetat, analyeic by the 
regulatory agency is not required in promulgating an occupational 
health standard because feasibility analysis is required. 

the plain meaning of the word feasibidiity, the 
Court. said, is ‘eapeble of, being done’ . 

Lice fies Ache Uni teqietates Congress 3 tse) fo. in 
writing the Occupational Health and Safety Act, defined the 
basic relationship between cost and benefit by placing the benefit 
Of the workers’ health above all other considerations, save 
those attained...save those making attainment of this benefit 
unachievable. 

Any standard based on balancing costs and benefits 
that strikes a different balance, the court said, than that struck 


by the Congress would be inconsistent with the command of the 
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THE WEINE Go. erConel c .) Occupational Health and 
Batety Act. 

So the Act specifically states that: 

"The regulatory agency shall issue the standard 

that most adequately assures that no employee 

Will sutteremsterial impairment of health, 

limited only by the extent to which this is 

capable of being done". 

In my view, Congress, in writing the OECD abToOne. 
Safety and Health Act, was concerned that that piece of 
legislation might be thought to reguire achievement of absolute 
safety, an impossible standard, and therefore insisted that the 
health and safety goals be capable of economic as well as 
Lechnologic accomplishment. 

I think the legislative history demonstrates 
conclusively that Congress was fully aware that the Act would 
impose real and substantial cost of compliance on industry, and 
believed that such costs were a part of the cost of doing business. 

In much of the political and economic discussion of 
occupational health and safety standards, the fact that prevention 
of occupational diseases and disabilities is a Part, Of the coe 
of doing business, this element is often overlooked in much Of 
the discussion about standards. 

There is no argument with the fact that compliance 
should be the foundation of regulations in the health fieia,. and 
not only the occupational health field, but in other areas ue elae 
health arenas. 

But I should suggest to you that the good science 
is by no means an adequate or a sufficient basis for many of the 
decisions which must be made in the promulgation and in the 
implementation of health standards. 


For example, once we have identified the hazard and 
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- 16 - Walker, in-ch 
THE WETNESS ht cont 'd)) estimated the risk, we 
must then determine whether or not’ it is socially acceptable, 
anayit so, at what) level /WaBut in considering this, we are no 
Jouger- in the. realm ofethetseientists. This is a policy decision 
that is often made throughgourmpeliticak process, 
I thinksiteshould tbe emphasized; -finally, that 


amethe final analysisethegmest diffirculs questions that Policy 


makers must decide in setting health standards are not the 
scientifie questionsan Thekscienceamay rbe murky, butetherdecisions 
en the basis of this science are much more .easily arrived at thah 
Ene political andiitheseconomie policy sdecisions; 

Thank you very much. 

MRe (LASKEN ge ethank “youwevery imuch SNbrdaWalker 

Dssuppose we should pdiscuss pwhattoursagenda. ius; 
S| Mr. Chairman, in terms of how we proceed. Certainly one 
abternative would be sto jbreak now)forsarshort period of ttime, 
bearing in mind that Dr. Walker has been flying since very early 
Lous morning; -and ‘pechapssresumerat, say, cone=cthinty ror 


thereabouts, and carry on for the balance of the afternoon. 


a) DR. "DUPRE se gl athanksthe  prinerpal imeesesto of 
this Commission lie in the humane treatment of Dr. Walker. 

MR webASKIN se ebsagrees 

DR. DUPREs» Doespthatastrike you tas weasonably 
humane, Dr. Walker? 
THE WWLENESS .) (Yes mun tlsmrine swith imes: th anoat 
By youn sdisposal. 
| DRe -DUBRE: Thank you indeed, sir. We shall break, 
even ,suntil one—-thawevs 

MR. LASKIN: Onesthintys 

Thanks’, Disawwa lier: 


The INQULRY RECESSED 
30 
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- 17 - Walker, in-ch 
THE INQUIRY RESUMED 


MR. LASKIN: Sorry for being late, Mr. Chairman. 


EXAMINATION-IN-CHIEF BY MR. LASKIN 


Q. Dr. Walker, can we, as a prelude to discussing 
the cancer policy and some Speceiichissues* undér’it, canswe step 
backwintouthe precancer-policy timeframe for OSHA and could you 
just sketch in for us what OSHA's initial approach was to 
identifying occupational hazards, and regulating them, and, I 
Suppose, ultimately linking the problems that yeu had inthe 
beginning to the evolution and rationale for the cancer poliey? 

AEue Se 

There are several forces behind the development of 
the cancer polieye, OSHA was wnathe standard=setting process since 
Lnervearly partiofl 70 }Pandise vera things became clear in that 
Process. One was that it was a slow and contentious process. 

Two, that the record on which the agency wanted to develop standards 
was usually voluminous, and yet many of the key questions that 
the agency wanted answered were not answered in the proceedings. 

In ten years of existence I think the agency had 
promulgated twelve, thirteen, fourteen standards, and on analyzing 
the problem the -agency “discovered that titcwas i vigating wand 
debating over and over again the same kinds of issues. 

For example, whether orsnot*animal data,- animal 
research data, could be applied or translated to man in the 
standard-development process. Each time the agency attempted 
to promulgate a standard, and asked for public comment and held 
public hearings, that issue had to be reargued again and again 
and again, which slowed down the process. 

Another issue that had to be debated again and again 
and again was whether or not there was a threshold...is there a 


level below which a cancer-causing agent would not cause cancer. 
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A. (cont'd.) That issue was debated again and 
aca ily. 

Several of these kinds of issues led the agency 
to conclude that if we are to make any progress at all in 
promulgating and implementing standards to protect the workers, 
tt Ws necessary to try towput some of these issues to rest. And 
it was that factor, among several others, that led the agency to 
the development of a cancer policy where this issue would be put 
uo rest. 

the other issue that often “eame “up was the’ "quality 
of data, and I refertomy earlier comment- the whole question of 
epidemiological data, positive and nonpositive epidemiological 
Gata. | 

What were the meaning of those data? What is 
considered an acceptable epidemiological study? 

Many people would come in and present their 
@pidemlologqrceal anvestigqatrons, the vecord would be ful of 
studies, and yet when one analyzed those studies and tested 
them against cerita very soecrive ¢errteria, we would find, 
for “example, that the observation period forrthe’ epidemiological 
study was not long enough. When you are dealing with a cancer- 
Causing agent. we are talking about Vatency pervods up) co 
twenty to thirty years, and ‘some of "the epidemiological  %sttidies 
would come in with a five, ten year observation. 

Population size was “another factor.” Some “of *the 
epidemiological studies that were introduced into public record 
did not contain an adequate sample of the population to be 
etudied, and So’ asa resule Of abl lor these issues the agency 
promulgated, proposed, this cancer policy, which was debated 
extensively in Washington and around the country, and it is 
one of the few documents where you really have a comprehensive 


review of a large percentage of the issues involved in the 
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A Walker, in=ch 
Ae (Coneaty elasesieucabLlronyetne-TacHevricati on 
and=the regulation of carcinogens. 
SO it was those issues that led the agency to 


I develop the *cancer*poltiey. 


QO. “Just sto Come back briefly with something you 
said before, were there some issues that the agency felt were not 
being dealt with in specific rule-making proceedings before the 
Camcer (policy / “ChabeLt viele tshotild havesbeen dealt with? Or was 
10| it simply that issues were getting dealt with again and again? 

As) Issuestwereoh.we were ’spending ta lot tof "time 

| Bearguing the same issues. Time and time again the issue of 

| trenslating animal ‘data Wt@ehtmans flor YapplyingSahimal data “to 
humans, had to be discussed, and that was slowing down the 

| standard-setting process. 

15 lL -think #that, along -with severalblotnér issues 

that I have pointed out, the agency felt it needed to have addressed 

| and this document, tthe "cancer policy; “attenpts to do "that: 

O. Datake pt Pehetcancen policy tit self was tsub jected 
to (the ‘same Yule=making procédures!"and opportuni ti és'tfor parties 
to intervene wand scion, asWehey would in respect of any specific 
ci rule promulgated for aespecrEre (comoany 
A. Yes a) The tagency proposed cand tthe pwr out tier 
public review... there were very ‘extensive public thearings on the 
Gancér policy ...icand (practically tevery: exneri Tn the fquote’/huneilote, 
"Who's Who” "of carcinogenesis) participated in those discussions. 
i The hearing record was troughly two’ ‘hundred ‘and 
fifty thousand pages, which had to be analyzed and ultimately 
translated into “this ra@ocumenG. Sort wad "Ge thueouvohk ithe 
pequlative process of proposal spibivc "partwerpation, icross— 
examination of the witnesses - the same ‘kind of analysis ‘and 
review that the-standard ‘wouldiego *hrouchi. 

30, Q.1 vAnidiwhattirole,iiitvany < avdUnTosheiil ay: in’ that 
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A. NIOSH participated in presenting and analyzing 
Some Of the critical 1ssuec™ (FOr exanble, tne dose-response 
Droblém as related to epidemiological studies. They were” able 


to draw on their research experience and make a valuable 
Conc eLoutcion to, the puppies secord:. 

They had had, for example, experience in conducting 
Pecacrds analyses in various anaustrics. They were able to Dring 
that. kind Of information into the hearings. 

They aisoO barticipated in coming up with criteria 
for a good, positive epidemiological study...epidemiological 
study design. 

So they were very active in this whole process. 


Not only were they active in the development of test policies, 


but when we got into the review and...the development and the 
review...of the’ candidates’ Vist, NIOSH was a part of that review 
team. 


Tr the Cancer colivey there is & requirement Tor 
ene Secretary Cf Labour to convene @ scientitic review panel to 
resolve issues related to the prosecution and the identification 
of cancer-causing substances. 

NIOSH is a member of that review body. The National 
Cancer Institute and the National Institute of Environmental Health 
Sciences, they are the three advisors to the Secretary On La nour 
on the identification, classification of cancer-causing substances. 
So they have a very active role. 

On Could you just isketen for Us very brietly 


the main elements of the cancer policy as originally promulgated? 


A. Yes. “First. there was the classification ‘of 
potential cancer-causing agents. We had originally proposed four 
classifications. The first... 1m Cclacssifreacvon number One would be 


those substances where there was a substantial amount of evidence, 
and while I dislike the term 'confirm', I want to use Dy chal gS af = aren 


confirmed evidence of carcinogenesis. 


7540-1171 


a Ge A inlet ne 
ate 4 iY hi ue nD ws Aah 


pad: ae. in 
nine onal vg: Hedin He’ re bois red 
; ‘ JARO MATAR AAY aes, Opie s' 
hie UN Rents, eeeeRe ae 
sd anata, & oes basa anh es 


tatenuhqos) 7h Ahearn ag i sit 
| ea HF “ld seg ha i sangre i a in cats re F . | ; ; 
. sei dciaieg ata: ae 3 on, a fy : aw eens || 
ation ttt Re it evel cmon ne Bald i 


ae ee are male. ye 
u's ewig! “a bablalas ard ce teat i, Wig oe vat ! " " : 

; a a ay 

emer altes obidew 2 LOSite ee were stew 8 rs “ai 
2ieaion Jen Te sang shad 7G “az? ni poland’ is pat): ial 0) 
S19 ‘Ge ‘ t\reeatirlaeres aaa oe iiage Weal a seb “ j 


tiait tere Weed Deadlies a arent «tees “any 


i iB rer 


Yeh eT et oe ee ‘ld et uaa tities aa 
ott Cant yh NRO. 2. FE ee & hmong oS iF i , . 
aah dad tree 8, ony Ae fol oseeee: ‘pool us " 


=a 


Leap aM hte. ive wendy ote Hadly” 3a) 38 

(yim Edt Aoiinea ne te caters a aie ae 

rede rp VADs eats aa ive ho ee 

prorated | inne vaa ta ale. di i me a: hide en! DE ec 
vt aryl) Wray hon em silt 

30 eae tte whieh hgede we Spt 

Tete ib and Bede any a 2 

thoy, 8 Mere roeuh oa be 

ach Bisley fas hvesaiilapaiiu 


ee ‘yon 


bneh) ecrpen ah 


- 21 - Walker, in-ch 

ie (cont'd) In category two, the evidence Is 

not quite as strong as it was in category one. And then we 
5 had proposed a category three, which was even weaker than...the 
evidence was even weaker than it was in category two. 

Then category four, we had proposed that all the 
substances that were not used, manufactured or processed in the 
United States...they were being used, processed in foreign countries... 
we tTelt that we should address those. 

10 But when we published the proposal, these four 
were included, on public hearing the overwhelming evidence 
suggested that we ought to limit our concerns to two - confirmed 
OP suspected -— and that a lou of our efforts snould thererore 
be spent into moving the substances in category two into category 
one, or we delete them from the list. 

SO the Classification of carcinogens was ja key 
mart of that. “The other element...and Let me Dack up, I should 
have said the identification...wnat Kind of evidence) 1s acceptable 
imectne Ldentiticacton Otea canceL-causing substance. 

Much debate...a very extensive amount of 

20 information in the record...on animal data versus human data. 
A very extensive amount of information on the record on 
nonpositive human data versus positive animal data...a lot of 
debate about that. Industry came in with a VYot of information, 
the academic community...all were concerned about this basic 
issue. 
= So the’ policy centrally sets Out what inrormation 
the agency would accept in identifying a cancer-causing agent 
as a category one or a category two carcinogen. 
The other element of the policy, identification 
and classification...the other element of the policy that caused 
‘2 ot of concern is the. issue cf a freeze in. science. “there was 


30 
some feeling that promulgating this policy in 1930" would Treeze 
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A. (CONE Gj setence ater sors Sind "tha if there 
were developments in 1985 or 1986 that would somehow negate what 
is here or change the scientific information that was here, that 
there would be no: way’ to "do mines 

50 "there Ustnow aim this tpolircy three ways in which 
that policy can be changed to reflect current scientific 
thinking. One of the ways that it can be done is that any member 
Of the public, orvany Groun, tcane petition the Secretary of Labour 
10 tomhave: that policy reviewed TRS aiccientastean al academic 

institution has new information, he can petition the secretary 
of Labour to consider that information and determine whether or 
nou -=that cancer ‘polacwirouche to beiicharged im Wightwot that’ new 
information. 
Ov I Stthae a mattemiwignin fheidrpscre tton of the 
1s Secretary Of Maboweew.. 

AS WThav's al matter within the @iscretivon of -the 
Seecretary of Labour. 

ANGthe@m avenue Lor change in that policy and 
keeping 1t up to date WHEhr curren! scientd fvelthivikine Ge that 
a every “three years “vtatrleastvevery three wears. “the Secretary 
of Labour ‘shtallimasky the di rector tof: the? National ‘Cancer Institute, 
the’ director of ahei Nationally Insta tutelvot ‘Occupational Health 
and “the director fot “the? Nationals Tnstitute of Bnivironmental 
Health Sciences ‘to meet andireviiew tthatl policy and. determine 
whether On not@iis? cuprent watimisclentrvEne *thainki mo, 

25 Finally, ‘anothem avenue forichange in this ais 
that therSecretaryomay OnUhishownm moteon Jiweenouk See ion, without 
comments and recommendations from the scientific’ review board, 
direct that that policy be reviewed and amended or changed so 
thet! pas. consis tentewi thatmunrenG tseqgenta fic thinking. 
Those were the major elements of the policy. 
6 O., ANG. Od stem back, On thexterucial issues. that 


fave been debated prior Comthat = tor ‘example; “take your, first 
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OO, (ceonic cl. } issue, human versus animal evidence - 
GO Ll take it that OSHA came down on the side of treating human 


data and animal evidence equally? 


A. No. We came down on the side of animal 
evidence. Our view has been that there are very few good 
epidemiological studies. One of the problems that we obviously 


have in epidemiological studies is dose. 

While we may know a worker is exposed, what is 
the dose to which that worker has been exposed? Most of the 
studies that have been done are retrospective studies, and it 
becomes very difficult to try to reconstruct - even on the basis 
Of employment data, duration of employment, it becomes very 
Gurcicult tO try TO meconetsuct.00se daca. 

Now, we did recognize that human data would 
allow us to make some qualitative inferences, but would not 
help us very much in trying to make quantitative inferences. 

ANOTHES MOLE LMpOrrant point, Lt -think, sesrealistiic 
Shen aneee 

CO.) el ii SOei vanes can ly (ust. StOp Vou) Om enact, 
because that's a concept that we certainly did not hear anything 
about last summer when we heard a lot of epidemiological evidence, 
and I think 1t'’s fair to say wnat we heard was it's ~rue that the 
data wasn't very precise and wasn't very good, but one estimate 
or guesstimate one could make would be to extrapolate along a 
linear dose-response curve from an epidemiological study. 

The one thing we didn’t hear was thet you could 
use animal evidence in any quantitative sense to make any dose- 
response extrapolation to the human Situation, and indeed, I think 
the evidence we heard was that animal evidence might be helpful 
in a qualitative sense, but no further: 

If LD understand. ea: lett le Of what vou are. Saying, 


you seem to be suggesting precisely the opposite. 
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Ae TYess That in animal data’ in controlied 
experiments we know the dose. We can measure the dose, we can 


know exactly what those animals are exposed to. 

in°humans Pe %se4verys “very di rercul tein work 
settings to measure that dose. Plus the fact that we have, more 
often than not, humans who are exposed to multiple doses of 


Gutrerent: Kands OLS SUbDStaencese 


The...obviously one of the problems we have in 
animal data ’is"that we. Syoutmight ™ have séeen-this before...is 
that animal data, we usually give very high doses. The problem 


that we have is, and where a lot of disagreement comes in, is 
what happens toV¥thisdose=response* curve™ down at’ thisy levels 

There is overwhelmina evidence that this is 
linear. There has been some suggestions that this takes the 
form of the hockey stick’ at this Tower level, but the majority 
OF tne sScientwets says charters es"dinear. And therefore, there 
is...we have not been able to identify a threshold and we must 
then assume that any amount, any amount, of a cancer-causing 
eoent can Cause™ cancer; Pand=that-is*why the agenty Gn res policy 
said that we must regulate cancer-causing agents to the lowest 
feasible level, lowest feasible economically, lowest feasible 
technologically. 

QO. What "does the*® agency say "on this issue™ or 
animal versus human evidence on the problem of extrapolating 
from animals to humans, £6 DUE VE an ies Simplest: cerns? 
Quantitatively? 

As WVest-*We said* that Tecan = be’ dene; but 
you've got" to recognize that there are someneitterences= 1m ‘human 
populations and animal populations and that has to be taken into 
consideration in the extrapolative process. 

But! '1f*+werarerdgorng to-do risk assessment as 


mandated by the Supreme Court in the benzene decision, this is 
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A. (COntdey (tne Bind ior data that we are going 
Ponave:— animal data. The Pact Of the matter is that most of 
5 the cancer-causing agents that have been found to cause cancer 


in humans have also been found to Cause Cancer In animals. 
sO a 1Ot Gf welghnt in. the cancer policy is put on 


animal data. We would also consider the fact that at some point 


we'may not have, 1f our Occupational Health and Safety programs 


are effective, we may not have human data and we will be dealing 


Perrin, by and large, animeal@data. and Ge we-divided tne 


scientists up, a good eighty-nine point nine percent of the 


scientists would come down on the side of animal data. 


Q. To take a specific example which concerns 


this Commission really is, can you help me and tell me what 
ne! OSHA's approach might be on asbestos, on whether one Should, 
| from a regulatory point of view, differentiate between the 
Gifferent types of asbestos fiber? 

There is at least some human epidemiological 
evidence which would suggest, for example, that crocidolite 
| may be More Nagardous “than chnysotile. The animal evidence 
20 | seems not to differentiate. They seem to be equally hazardous. 

How would the agency, and how would the cancer 
polvey, grapple with that skind Of tecue? 

As, We-would not? attempr to distinguish between 
Piber types. We would regulate, all fiber types. |Again, © Go 
igtolel er aa A 

@ic Equaliv? 
| Ay ‘Equally. I would again go back to what the 
animal data shows. You suggested, and I think...I believe 
Leman testified here...supports this view. 

DR. DUPRE: (De. Walker, “coming back to that 
30, general proposition of extrapolating from animal data, I noticed 


in your Journal of Envitonmene (Health=paper, January/February 1992, 
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DR. ‘DUPREAWicontsd seca iguibegrecent paper, that 
| your statement that for these extrapolations, mainly the 
extrapolations from the high doses to which animals are exposed, 
EO extrapolate Vvdown t6 thetloew coses.. + 

MR. LASKIN: Tab eleven. 

DR. DUPRE: ...toO which humans are exposed, I 
notice the statement that for these extrapolations there are a 
variety of mathematical models. 
10 I was wondering 1f you, could comment at all on 

the utility of these’ mathematicalsmodels from a regulatory 


standpoint? 


THE WITNESS: PPYeahe titiwould bevmyeviewithat in 


some situations either one of the models, mathematical models... 


and I: don't®want tO %gqo intoethervdetaiis of thermodeds#aabut either 
tS one of those models would be applicable...as long as we recognize 
that they are our best estimate. 

Imthinkeachnac sethe point that has to be made clear 
in the standard=setting process, thatv’wevarrivemattone parttper 
million benzene, we are not suggesting here that one part per 
20 million is an absolute guarantee against asbestos-related disease. 
Nor are we saying-that dis yow ate exposed to two parts per million 
you will get asbestos... you wilin deve lop asbestos=redatedjdisease: 

These are by and large general guidelines, and 
are’ not absolute’ quides. aie thanksé toobottenswe tryy ter giver the 
impression...at least!’ some’'try oto: convey the »impression..-that 
25 these are absolute values. They are based on scientific 

interpretation by s@ientiets Thw theeive lag inmany secasesmrhe 
data from which these numbers were developed are not absolute. 
So- Mwould sayethat in using the! models sone, must 
recognize the limitation of those models, and recognize also 
that there is a degree of uncertainty in this whole process. 


30 
In fact, this is one of the reasons why the agency 
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A.» (CONESGah presisked so, long.doing risk 


assessment, because we recognized that there are a number of 

| uncertainties in doing risk assessment, and if we guessed wrong 

we may not know it for twenty, thirty years from now - based on 

the latency period of chronic occupationally-related.diseases - and 


SOuwe tried to steer clear trom tEnat. 


We also traed to steer clear from cost-benefit, 
because we did mot necessarily want. tostry. to, pur a value on 


10 human. lite . 


DR»~DUPREG. DY. .Hustard: 
DR. MUSTARD COULG I Jask eyvouseboutewhat you 


mean by models? T-would presume that. from your animal 


experiments you baveldatsa which wouldiscay £ive Or Six wgroups 


of animals are given different doses of exposure and show 


"5 certain incidents of cancer, and you can therefore plot dose 


against response. 


ZHE. WITNESS :,..Yes. 


[| DR. MUSTARD: It just seemed to me that has to be 
che. basis Of allivour mode tevo- vou have posput Laat ine is 
[| By hat COLCkeCr. 
CE EWEN Sout Vest. 
DR. MUSTARD: Then you would then make an assumption, 
| you would make an assumption that there is no threshold and 
extrapolate avline tromethose datasvoints backito your ,origin ; 
i Would that be model one - a no-threshold approach? 
25 AUshsh \WIE AM NIE SYS) MOS 
1 | DR..MUSTARD: Now, would you, in this, give 
. consideration, however,.that data. could be. expressed in another 
if way,,that Le could besan (exponential function, for example, 
that the response increases logarithmically against the dose. 
| Is that what you, mean by.;,would that be an alternative model? 
1 si THE WITNESS: Yes. That's a model. That's an 
Ce 
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THE WETNESS, (cont tds). 1 approach. 

Dimstieue s tion pehat sou are sbuying to, answer 
e here... 

DR, MUSBARD: meno - bUtiwhat loom trying to, get at 
is, you are really saying, you are using the term models, as 
different ways of assessing the relationship between dose and 
response, 1S that correct? 


THE WITNESS: Yes. Different mathematical models, 


ae 
Efe 
o) 


mrercnyOusgare Lrying, toremswer the question — if animals ane 


exposed at this "level what isthe likelihood, or what isthe 


Probability» that we wile saget. x mumber of -cancers,.from some 
substance, and in this range where humans are normally exposed... 


very few humans are exposed at these high doses...is where the 


a experimental animals are exposed - we are trying to answer the 
) “G@utestion, basedponeathis,” whabvis theaslikelihood, jop,how many 
cancers would we expect, what are the probabilities of the 


development of X number of cancers in this range where humans 


| are exposed? 
| That's the question that these models are trying 
20 to answer, and you canwphug in these numbers,into) these models.. 
there.are all.kinds of complex computexs,models...you.can plug 
that in and get some numbers, and based on the animal data, 
basedson whatewe know about, lifetimesexposure, <etCc.y,€tcu, .we 
wouldiexpectyx number of cancers per year on exposure to these 
substances. 
ad DReaAMUSTARD: sAnd»youremodels .all~assume; that 
there is no threshold? 
THE WITNESS: There are some that assume that 
there may be thresholds. 
DR. MUSTARD:»,.Which.do. you, use when,you. are doing 
30 the extrapolation from animal data? 
THE WITNESS: We usually use the no-threshold model. 
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- 29 - Walker, in-ch 

DR. MUSTARD: And.the linear relationship? 

THE WITNESS: And the linear relationship. 

DR: DUPRE Se Drs Surten? 

DR« UPFEN?| Could T®gosbackrté*one thing about 
the animals? My recollection, if it's FiGhts 6nVaninal data’ ts 
Ghat one sof *the probemsetrsethat the batency period for asbestos 
illness is longer than the normal lifetime of the animal you 
use to test. How do we...have you any advice on how to cope 
with that? 

EE Wel NESS One nas to, again. make some 
extrapolations...locking at the animal lifespan versus human 
lifespan and make some extrapolations. 

That is probably one of the most contentious 
issues - making that leap from animal data to human data, 
considering lifespan and several other biological factors. 

DRe UPBEN?Y = nHave@iGget tit sieht?” PEtyom tse rats 
OTreguinea*pigssthatinermally oniyelivetabout four sorsiive years, 
Welljfett theysial lsdtetyoumnsen teattributé pee@invariably to 
that without takincMaccount. «| 


THE WLINESS: But you can...and without getting 


too detailed sciéntifically.. Vout .yeu ican imakeatseme text rapotations 


between those 'twoy (réecognvzing), Of "courses that thevhigh vdose 
herev’and the ‘short ™ lifeéspanedre “factors that must “be “takén “into 
consideration. 

I think when one sees a good animal study, a 
well-designed anitmalistudy;, and@theGresullts say that this 
substance causesifcancen,MtuheVlooteal questign LoaptiwebUAGi Ethas 
not been caused in humans. 

My response would be, not yet. 

DR. UFFEN: Could we use animal experiments then 
GOestudy the problem that thdstbhéeéen in fronttof wset—stha short, 


but intense, exposure of a human worker? 
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THE WITNESS< 9 Yes. 

DR’. UPPEN SW Vou ehinkivyow Could? 

HE WITNESS: Vou can. 

DR. UFFEN: Could you elaborate? How long did it 
baxe Lor the cancer to develop in an animal - say a guinea pic? 
Is it the same latency period as for humans? 

THE WITNESS: You may get some development in 


eighteen months to a two-year period. 


DR. UFFEN: In -ocher words, vou don't have to wart 


eae! 1t dies? 
THE WITNESS: You don't have to, no. No, you 
Can sacrifice the animal before its death ana get evidence of 


Carcinogenesis. 


DR. MUSTARD: JUS EO SOEt of Comment “on -the 
Guestion...latency anehumens: doos noc necessarily relate to 
Pacency in. ahimals. “in Other words. the latency period to 


produce carcinogenesis in an animal, say for asbestos, is not 
tne same as the’ latency Seriod for man. I presume... 

THE WITNE Soi, INO. Not a year-to-year direct 
relationship. 

DE. MUSTARD: Well), “aging, is One of the, factors 
Pn berms Of susceprieilit wanda tat ageau can iis, quickly 
compared to you and I and therefore he moves into that period 
of susceptibility fairly quickly, and Il would presume you would 
take that into account in doing your analysis, is that. correct? 

THE WITNESS: Yes, you would. 

MAR 5 IASI 2 =e SO IL take it, then, that in 
terms of OSHA's approach to risk-risk assessment that 
quantitatively the only évidence that you are using is animal 
evidence, animal experiments, and human epvidemiolocical studies 
are wusea for qualitative purposes, fo identify a possible 
Carcinogen? Is that  uttimg fark sor fave: Put. 21t too 


ea enoly.: 
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<5 1 Walker, in-ch 
IHE. WITMNESSae A eenO, wacoo strongly 2 * Riis alot the 


only evidence we use. 


In doing coum 2isk assessment for arsenic, we 


5 happened to have - one of the few times the record was “Clear, 
the public record was clear cn cose-response - we happened to 
have in the two studies of Peto and Enter line yeandiLee and 
Fraumeni, we happened to have data that would allow us to calculate, 
to develop a dose-response curve. 

10 It was there that we were able to use both 
human...I mean human data, because there has been no evidence of 

|| assenic producing tancermnwratc. 
So we had animal...I mean human data that we 
used. 
T Oa het samoing Sidown tovasbestos, and hel» me 
15 if you can. I guess number one, has the administration doné a 
Bi risk assessment on asbestos, and number vor ewer art Fist va siny'tty, 
are you aware of any epidemiological studies in the asbestos field 
| that might qualify for misk tissesementicin! the isame way that 
Peto and Enterlinel andiarsenvc .": 
a A. I think Selikoff's group has done some work 
ge in this area, and there may. be some British studiess! deican't 
recall specifically, but there may be some British studies in 
|| this area. 
QO. Do you know whether the agency has done a 
| risk assessment in! respect) ef asbestos » usimgvuaniimalsdata? 
25 A. The agency has done, yes. ini aicies; § shentiy 
nl after the benzene decision was handed down by the Supreme Court, 
the agency did a risk assessment on asbestos. 
a Ow Hasiwthat deen made: publics domy ous knoe? 
A, INO,t If Gontierthitnieaiteihas ibeen. 
Ou That) was tb seriou sire 
4 30 A ait. wasmdone: while...yéah, it was done while 
I was there, because I wanted to see how a risk assessment woulda 
| 
Fi 
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=e a Walker, in-ch 
As, (Sonksae) look, and in terms of the court's 


decision on benzene, so we did a‘risk assessment. 


Q. DT supposé..2dotyou Know whether s+.I%medn; is 
it available? For example, would it be available to this 
Commission? 

A. UP thank SPeswould» beyPCLep me vsay er staink 
ie should ~bés "| Tt\shoule paz 

OO; Lt lesWs Guth, WP £ake>i ef lodged within the 
internal administration ‘of the agency? 

A. MOS 5 

DR.) MUSTARD? Si°nave avouestions" Don “you *have 
a freedom-of-information-or-something clause that it would have 
to be made available if somebody in your country -asked for err? 

THE: WLEINESS += Sure . 

DRO UEPEN?" Gould Ptask one Sthat tits “relat éd seg 
the risk assessment? In one of your articles that dealt with 
this, tab eleven, the objéct ‘of ‘the estimation of risk TS, Sere 
evaluation of what degree of risk should be accepted." 

All these estimates involve inter-related 
Gonis idena CilonsWoftstaitiecrves,: current public policy and, most 
tellingly, nonauantifiable penalties as to pain and CPLe tr, 
bereavement, which after all are among the major reasons we try 
to eliminate cancer. 

Now, tte Vi sla avery pivery “diirficule® area but 
have people tried to uneludé? in) srsk assessment such things as 
pain, grief and bereavement? Is that just an observation you 
made? 

HE WETNESS: Oates wweally ust tanlobservatiion. 
What ‘wei doy. thhougivmPite sin wetting this number up here from 
risk assessment, ‘that 'X tumber fof cancers ‘per vearvere likely 
to occur at this level of exposure, once we get that number one 
has to ask is that acceptable. 
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- 33 - Walker, in-ch 

THE LINE Ser (COM): - Lt is then that you care 
into, consideration what does it cost to reduce this number from 
to X over two, and, consider in that cost equation,?is this whole 
mosue Of Dain vand, sufferine, tne focs ot. that family member, ecc.., 
all those are taken into consideration. | 

In helping society... .maybe not the scientise. but 
in helping society, make the determination, make the decision 
as to whether or not it wishes to spend one more million or billions 
SrecOllarsitol reduce chase sby xX over two. 

So itistea wind of nonquantifirabie element that 
eomes into play in Making a society, judgement, omswhether of NOt 
we want to tolerate X number of cancers per year. 

MR. LASKIN: ©. Does the agency take it that one 
of the Supreme Court's decisions in benzene was that a risk 
assessment muSt..be done jin every case, or only an those: cases 
where there is enough reliable data to do one? 

im other words, can the agency nonetheless come to 
avdecision and Dromulcatesa standard on a specific substance 
Lt thinks is carcinogenicwwitnout doing a risk assessment, in 
the wake of the, benzene case? 

TUR Withescs: A... In our interoretation .of that 
Gecision, ves. Because. there is an interesting footnote mn that 
decision which says.thabsdoing, conducting sa brisk assessment 
should not put the agency in a mathematical strait jacket. 

That's a well-underlined and well-used footnote. 

The court said itvwas not looking for mathematical 
certainties, that the agency could use some assumptions, some 
very sound assumption now, obviously, but it was not looking 
for mathematical certainty. 

So I think we interpreted that as meaning yes, 
we can, without .a hard and fast. risk assessment. 


DR. MUSTARD. Can I pick that up? As TI understand 
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DR: MUSTARD? (cont'd)? wourtviny) chioride 
regulation, it is not based on a real risk assessment of humans 
because the epidemiological data doesn't exist. It's based on 
the fact that 1t™s aearctnocenmand “ourlcontrol mevel of sone 
part per million, which I believe it is, was based on tne 
technically-achievable level, the lowest technically-achievable 
eve. ils that cophecnz 

TOSUE  MAICSEIN(IS S)Sys Lowest achievable level. Yes, 
Gee S COrrect. 

DRS MUSTARDET SAnidisthaet iis not ta risk “assessment? 

EGR Wane Sioa No. 

DR. MUSTARD: That was before the benzene decision, 
however? 

THE WLINESS.: miyatks Hitoi cy 

DRWEMUSTEARD:: Ott “that west taken ErovchetUrs 7 “Supreme 
Court ,.do you thingie wouldwibe thrown out because 1t doesn’ t have 


a risk assessment? 


THE WITNESS: After the benzene decision, it 
probably would! ibe Ww ILe preebaiihyewou la he . 

Mpa EASKIN t O:NP As: Itiunderstand, what the count 
essentially said) in benzene. .vand coprecuime ai Im wrong” .was 


that the Secretary Of Maboum had.motm@ made a threshold finding Cheat 
there was a sigvumiCanmumarusk, casethat (phrase was used; at ten 
parts per million, and Mavsent that! filndimomara then couldn’ t 
proceed) to promulgate a Wower standard? 

THE’ WHINE Soet 2ealeves. That the Secretary of 
Gabour did not JUstiivy, Am quotes;e moving Geortcen- parus per 
fialivon. tosone; pantaiper muUlsoar 

Ow DL take Gitt fronpwhats you™are"saying that, 
well, the thrust of the Supreme Court decision is that’ in making 
tne Finding ofMsignificant’ risk ue woulmwpe very nice’ tov havea 


risk assessment, there may nonetheless be some cases where you simply 
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ede ise Walker, Imn=-Cch 

OF (coretdey? “ean “tedo if cand "thet Secretary cor 
Labour can still exercise his judgement or her judgement and 
make that findina: 

DR. MUSTARD: Can I add another question to that? 

As you “stated very clearly, “tor substances which 
are suspected to ™be™carcinocens, partvedlariy fenosesthat -are being 
Inicroducednow, it would =be very difficult to juseirty doing any 
human epidemiological study of exposing people to different cosage 
Wevers. Yat veast 1 Ropesit, would be ag1tficuit,, 1 presume, to 
do that...the question@enat comes "um tsryourenen aveytordo 
animal experimentation, and having to do animal experimentation 
méans that you are going to have to do all this, and when you do 
that you are going to have a best-estimate problem. That is, 
what you Are Golng tO"eGo “acvtry te make sn@ostmmarerorawial you 
think the risks are, and...but you'll have to admit that you could 
be higher or you couldad™ ber lower: 


Has that issue*been’ debated at all within the 


regulatory agencies and the advocates of the different stances 
as to what steps should be taken there? Am I making myself clear? 

THE WLINESS: “SNO; “L7menee clear 

DR. MUSTARD: Well, you have got to take’ an 
estimate from expériments in animals... 

THE Wilt NESS: Mess 

DRE MUSTARD? ..2 and the "dose-response 
relationship) Say 2or vats... 

REE Wan Noirs Reon. 

DR. MUSTARD: MVcould* bev ditrerent+thany for 
rabbits and for quinea pigs, and you will therefore have to 
draw some kind of curve that takes all that together: 

Now, for human beings the risk relationship may 
be different still further - in other words, they may be higher 


er lower, a slighter wourvesor a sleeper curve, ANG eyOun aye 266 
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DR. MUSTARD: (contd...)  .make: assumptions stovdo;ithat, 
| and therefore that is in a sense a best-estimate that vou are 
going to make, and somebody could take the stance, well, why 
dzoni ec yous take it higher ,<swhy .didn! tyyous, taketiteslower, 4m terms 
ernie wslope of the, curve waHas that peenmucebated et all? 
THE WITNESS: Yes, it has, extensively. Yes, 
vow are rcrignt. 
DR. MUSTARD: What policies do you adopt to 
10 handle that one? 
THE WITNESS; » ti don't, think. thatyther acencys has 
gor Ved at. a policy svid hy espe Cr tos: late 
MR ga A Sigh) cgme@le Cane Lag uStim ely Mi SOM Ivy ene: 
Uffen. 
DRawVERENs, sGould Ghausty clear upsenes lattde, thing 
JD) Ee 
MRR oaks Kel hips Mies Silliteen 
DR. UFFEN: --.-in the statement made just a minute 
ago. I think I've found a similar statement in this particularly 
good article of yours, number eleven. 
JiIhelcourtesuetherostateds that OShAsiseret 
e reduired. to .supperksaits,findingsythet siecnrficant 
rask.exasts with anything approaching scientific 
Gertainty wa. sand Ipbelievepyoupaustesaidrthaé... 
iE VWliNE SS aaces\. 
DR«a UPBEN: si ne SOslonggas they aregsupported thy 
25 a body of reputable scientific thought, the agency 
is free to use conservative assumotions in 
interpretating the data with respect to carcinogens, 
risking error on the side of overprotection rather 
than underprotection". 
Was,.that wheat.the ecourtssaid;)sor is thatwwhat you 
Say? 


THE WLINESS: Thats whet the- court said, yes: 
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MR’. SACI ©: Could we just spend a few moments 
Gnathias term ‘sionifiieanc kervekk? 4Amil “rcht, starsuvot alin, that 
iat TS imot a phrasemeiat foomes cout lor athe (statute, per se, your 
Seatute? “That sicavparaseitthat ceomes "Ou terok ea Supreme Court 
decision? 

THE déE CNBSSs: lead eves vtinatlis scorvect. 
| O} Did thera gene x, cu tli Gaeeot ebenzene, qdeve Lop 
any criteria to separatesor dividersiegnificant nisk from 
10) Uneicnificant tisk); monstomiaveant risk? 
| Ke No. Wee aeencynaamnot. ¢iihatwic pena ssue 
that is being worked on in the agency, so whether or not six 
@ancer deaths pentyear eretem cancerideatis ypermyear yare 


considered significant (risk shas really mee been scaretully 


addressed by the agency. Wane the: court alluded to shis 27 id 
| have to get thetspecriie language ithat theecountrused, hone vn 
aim) Lionel think, tthey beaintednoutesutoneto& thenr pfoetnotes-... 
there has not been a clear definition of significant risk. 

One can speculate or suagest that the risk may 
depend upon the substance, that maybe what we define as a 
20, significant risk using risk assessment in the number for benzene 
may “\besedifferentetrom? cheesionitrcantjpick¢ for vinyl chloride 
| or some other substance. 

Go it's: acdifficult issueato grapple with and 
the agency has not, to my knowledge, ceme forwardnwithvanyeciear 
ovitertalas to®whateisnaesignifacantiand whatets ancinsignafiecant 
25) meoky 
Q. Do you have any personal judgement on that 
| question? 

AY WewouUld Zendeateuthe side of between one and 
ten to a thousand, in my view, would be significant. 

Th. oth®mworgs, af wensays  ckay;eweecalculate 


30 
the probability of cancer from this substance is ten cases per 
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Ae (Coneraey thousand vers*year, in my own view 
§) I would move to regulate because that, in my own view, is a 
5 | Sronificant Pisk 9 “Where mavbe “one in a*nphliocn; 1 would say 
i | don't waste taxpayers' money, or don't waste industry's money 
erying to prevent “one 'inWa millions "Bub iwhemiwe sare ttalking 
about ten per thousand population, per thousand workers, I would... 
al | Qf. TVs there Gam texposure level built-in to that 
| Or is that an overall “view? 8) mean ten ougvotra Tthneusandeper 
Tl 1 year, at what level of exposure? 
AY At Velivis the stow rend Yorrthistspectrum. .. ene 
| level that we, quote, unquote, ‘normally find in the workplace, 
not at the high animal dosage where we conduct our experiments. 
‘al TPiknéwttnae EnvSeie dittarca vyoulcet Fa ulot fof 
| G@ebate on...a -16t of "debate on. 
15) DR) UFFEMS "Would “it be sehvouldn tt “Youshave to 
§| | have two-definitfons "=“srenmircant, that we've been talking 
| about, and acceptable = and then if significant exceed 
a] | acdeptable) i's gobltembe bannédvor action takenvon iit. 
| There Vare VewoV-definitions, to my mind, necessary. 
#| ms THE WITNESS: Well, when you get into the question 
| of accenvtable —"“accésStablestoe whom2e ‘Aecéptabie (to “the *eovernment? 
tl Accéptable to industry? “Acceptable to “the worker who lis exposed 
everyday? That's the problem that you have there. 
| DR? UPFENT “then fwechave “qd ,thiirds7one ) ewe have 
fl | permissible. Permissible may be defined in law, acceptable may 
25. escape law, may escape any real definition because it's a value 
a] | judgement. 
THE WITNESS: ° “Acceptable? 
| DR. UFFEN: Acceptable. 
THE) WienNis sre MES: 
a] DR. UFFEN: But we can define permissible, in law, 
si by some method of measurement or monitoring? 
ae 
ul 
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= 3.9) a Walker, in-ch 
THE WITNESS: Yes. Permissible when there is a 
threshold. In substances where we...let's take noncarcinogenic 


substances, one has a threshold where we say okay, below 

fiVe parts. per million... abesea om Our evicence trere 1s no toverc 
me@aith effect.) Then fave: parts ver million and above is a 
permissible exposure limit - a PEL. And the courts have 
Supported, basically, senat. deal. 

But society may find when you throw all the 
Societal factors in, 2t. may “find ten cases Of cancer per thousand 
Of population, per thousand workers, a year acceptable: 

Lt may Look ae Cost "to reduce. this to one; and 
Say we do Not want Borspena 4% number of billions of dotrars sto 
save ten Or to prevent Cen Cdncers per thousand workers “a year. 
Tiat"Ss Che societal tseue thacel was tcryino CO PpOine Oven te ny 
presentation earlier this morning =a very, very important issue. 
Really not a scientific issue. 

MR. baw: § SOs “Was > the no-ctchreshold tor 
carcinogens, was that another issue, debated issue that the 
cancer policy attempted to put to rest? 

CRlaliay \MREMNIR SSS we Wels Yes. 

Or So we have, an terms Of Ehe Bssues Enat ene 
Cancer policy attempted to, deal “with and put to rvesu for ene 
time being as not being subject to being rearcued in every 
specific substance rule-making proceeding, we have that issue - 
no threshold? 


IK 6 Nor ehuicesholcd. 


QO, Aigaiiere ats 

A. | Gxerapoletionw.: = 

Ore -.e-versus human? 

A. iio Nema, ves. 

QO. - Okay.” AiG tnen laird, spose trve ss... 

A. Nonpositive epidemiological data. We said 
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A... “CCOnN Ec) that if the agency reviewed or 
accepted for review nonpositive envidemiological data, it had 
FO meet certain criteria.) The first criteria that it had to meet 
was that the period of exposure of the worker had to be twenty 
years. The observation period for that worker had to be EnLeLy 
years, taking into consideration the latencwm Lacror. 

We said the population size had to be such that 
it would show a fifty percent excess of the disease in the 
POpuiation. (|SoO you couldn't come in with a very small sample 
and say, heavens, I found five workers...I have studied five 
workers in this plant and none of these five workers show any 
evidence of asbestos-related disease. That's a very small 
population, and that's not acceptable. You had to have a much 
larcer population such that. you could show that it there! s 4 
backoround, such, that you could show a fifty percent excess of 
disease among the pooulation. 

Or Li sie was: there? 

7k It Le was there, ves. Yes. And what we were 
trying to do was to imnrove the quality of evidemioloaical 
studies, because the record of a number of OSHA standard...and 
the record is cloudy with bad epidemiological studies — very 
small populations, observation periods less than CWeMty Dveare.!. 
and yet those studies would be put imto the record, the acency 
had to analyze them. And we were saying in the cancer Policy, 
do not submit to this agency epidemiological studies that do 
not meet specified criteria and additional, criteria jcpelled out 
iy iene s policy. 

DR. MUSTARD: Can T ask you a question? Am 7 
sure I'm hearing you clearly that you would accept as evidence 
epidemiolgical studies which were only of the size to be able 
tO show a fifty percentsmortali ty, citterence? = Vou know, it may 


be how we are interpretina fifty percent, but most of the things 
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DR. MUSTARD: (cont'd.) we have been looking at 
werNeve been looking atmshimts Of... achieen may be Ssuiiontly 
Crrrerent than that, ancvwmore rine tuninea...0r 16 that Cie 
percent in relation "te avery ‘smal bincredsemin the) number ‘of 
feaths’? ~ I'm just not quite’sure what you mean by the fifty 
percent. 

THe WITNESS =) FPrity percent “nerease in the 
incidence. 

DR. MUSTARD: iL SSeer 

THE WITNESS: New cases of the disease, the 
incidence. 

BIR. MAUS AIAN IR IDY AM eevoht: 

THE WEPNESS: New cases of the @isease. 

MRM DASKEN: #00" iow big would the population have 
to be if the study was necative, if it showed no adverse health 
effects from exposure to whatever the substance was? How bic or 
small would the population have to be before OSHA would accept 
It ‘as ‘being "some evidence upon which i: could ace tor *notract? 

MRIS ues MY IL MIN SESS Q0 Ae Oh, "Ll thank “in “the hunadréeds’. 

Mr the hundreds” buy noe Fivelworkers it .a small plant down the 
Sheree. 

Ow Bute *takemre Ppitihe study waseueseelve that 
that might be a different story? For example, we have had some 
quite small cohorts in the asbestos field, and I can think of 
the gas “mask ‘workers’, “for example; which “1's “a “very small Sconore; 
but a very hich “incidénce lof “asbestos-related diséase.. “TP™takewit 
that 1f the study is positive, that would-be something “the “agency 
would accept? 

A. We would review that.» The guestion that...I 
mean the issue here was, if a representative came in with positive 
animal data on a substance and another representative presented 


us with nonpositive epidemiological data, which would we accept? 
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A. (coneid.,) oWearexsayving that aven .o.we 
wouldn't even review the nonpositive data unless it met these 
Grier d 4. 

OAC evens art qits. Gidtsnaou, may, ist.islal accept 
Sep OS 1.6 1 Vie. res 

A.» POS Wie, and madn data: wou ld: ist IMhes upercede 
negative, or nonpositive, epidemiological data. 

DR. URPENSE sig sornyet Omhave fos doithare4 but 1 


thought I understood and I am getting worried that I don't know 


what positive and nonpositive really mean. Could you just...? 
THES NES See FOSiuhi Ves says that Thier isnudy,, 
the agent causes cancer.. A nonpositive study would: be the acent 


would not cause cancer. 

DR. UFFENReceEVethy-eVern? 

THE WITNESS: Basedion a) wedl-designed: s undy 
with. results: showing, that. thas. agent.dees not eauses cancer. 

DR. UFFEN: Can I put my guestion another way? 
Have, there, beens debates, abotitethines from one-grotupwort one 
individual, who. said 1 thinkethis-is1a positives resulteeand 
somebodyeelse says no, 2tU°S not positive? 

THE W2TNESS« Yes ,2ves« 

DR. AUFFENs« -There’ sysoom, fomydifzerencesyoat 
opinion? 


THE WLENE SS. Yess vyes@«v Inefacepninm abnumberect 


cases we have had an epidemiologist employed by labour, and another 
epidemiologist employed by management, both looking at the same 
pieces of paper and coming to different conclusions = one was 
positive and, ~the-othersone saysenc, Pits anonpesiutive: 

So that debate is ongoing. 

MR. LASKIN: gaQ. enGan ewe ust turne-to cthss term 
feasibility, which us. astermewhichwis sused sim Ghenstatute? 


Cam you, just.s<.le& mensee qifel sunderstanduit > Agsl understand 
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O>. . (conta) OSHA S tOricothnal approach to, the 
bem Peasibility, Lo iwassenet teasiba lity trom 1naustry “s: COing 
er View meant that onlvs tia sa ~stancard would not ibe: set so. low 
that it would essentially mean the industry would have to close up. 
Orner than that there waeeno real CcOSt connotation, cost of 
compliance element, in the term feasibility under the statute. 

Have I put sthet accurately Ors not? 

A. .f think the vSupreme Court best defined 
feasibility as, Cam Leybe donew.:suthe technology javailanie, 
and can it be done in such a way that we will not wivne out an 
entire industry. Because we recognize that the Congress never 
intended for the Secretary of babour to promulgate and implement 
standards that would wipe out entire industries. 

Now, the technology question, there has been 
suggestions that the Occupational Health and Safety Act could 
agrive technology, that the technology may not be readily 
averlable but Lt": On the norizon sort, of thing, and tia we could 
set the standard to move industry to adopt technology that was 
yust on the Norizon... tie thet could be put into place io control 
work €xposure:. 

Q. How does the Supreme Court's interpretation 
ef fé4asibility,|-anc. thes OSHA's aporoach, “how coes it square with 
President Reagan's executive order? Are they reconcilable? 

A. They are. Yes, they are. reconcilable. Because 
the executive: order ic, in effect. saving thet) the cost—beneric 
analysis should be done. And one of the things that we do, or 
we did, in cost-benefit panalysis.is to look At jleasibaiity. 

That was clear in the Act, sand the Concress inpassing the Act 
struck that balance, as 1 andiceted earlier. 

So I don’t see) that they are irreconcilable. 

Q. Without exploring this too deeply, would it 


not be possible to promulgate a standard which was, quote, 
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Q. (cont'd.) feasible, in the sensé that industry 
Tan dO 1t, buc if sou sutea cost-benefit analysis Om t6pno0r Lt, 
whatever cost-benefit analysis it was, you may find that the 
costs were way out of whack with the, quote, benefits, quote. 

Ae Wea eet Mk eva CeLtaImnly iS ;anposetod lity, 
put I think one, of the things, that nas Happened is, more often 
than not we have felt that cost-benefit analysis was designed to 
prevent or impede the regulatory process. 

ft think CcOst-benetit analysis can ‘be used, to 
look at the alternatives. For example, cost-benefit analysis 
can be used to determine whether or not we use engineering 
Controls, or whether or nor we simply.use protective clothing or 
personal protective devices such as respirators and coveralls, 
and these kinds of protective devices. 

SO) 1 °think it can De used to Look at alternatives. 

Go ahead. 

On soUet One tiete VELy COLNE, (OSHA a. Oo row ta 
take a position on that issue between the work vractices and 
engineering controls on the one hand, and personal protective 
devices on the other? 

AG Lmey did. 

Or They “dia? Which was? 

A. And the agency's position has been that 
engineering controls are by far the most effective approach 
to reducing work exposure. 

O. What's the rationale benind that? 

A. The rationale is engineering controls are 
fong=-term, Quote, UNGUCEe,, permanent hints, Of cCOncrols, coat 
1c did not depend... .egineeriug COnNerole does noc cepena, upon 
whether the respirator properly fits the worker's face, does 
not require the worker to participate extensively in protecting 


himself. It's a permanent kind of control, and it's far more 
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A. (cont'd.) reliable and effective in reducing 
work exposure. 

Q. And has that issue been re-evaluated in light 
of the executive order? 

A. That issue is up for re-evaluation now. 
The cotton dust generated...the cotton dust controversy raised 
anew the question of engineering controls versus personal 
protective equipment. But by and large most of the industrial 
Hygienists: feelsengineetinercontrolssistthe mostweffective...and 
in the long run...the most cost-effective way to reduce work 
exposure. 

OQ} SEAtCAbGRicr thekagencyeisl sustvecallvein the 
PEOCeSS Tright@nowPel reconsidering that cuestion? 

A. The agency 1sonowarecohsideringn thatecquestion; 
yes. 

Onnewhat . Sr can@ieasknyoucabeutwancther different 
issue, but I think it came up in one the early rule-making 
proceedings, and that, isetheeusesof label lingtoefitox@demsubstances, 


use -oOfvwarninaeslgnsPinethetworkpblaceyounirormationlin’® the 


workplace. DidaOSHAthavenatposi tions onvthat? 
Any @NvesceyThecagéencyiwasestronclycsupportaves of 
labeliings” Ltnwasvasparteof thes workers*=right-tosknow!patkage. 


Youlmay recallothat\wespromulgated al rulerthat 
would make available to employees their medical records so that 
they would know what isein those medical records; etc. The 
other part of that workéers!-right-to=knowl package wasithe richt 
to know what the worker is exposed to and what hazards were 
involved ,Aand:atots®ampomtantBthatoworkersrhave this kand* cof 
information because an occupational health program requires not 
only that managementecarry® out théeiri vesponsabilitres;ebut 
workers must carry out certain responsibilities. And if workers 


are to effectively Paetieipaceminitecucumos thei meexposcures ein 
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- 46 - Walker, in-ch 
A. (COntvaRy. protecting their own heal the = then 
they had to know what they were working with and what they were 
exposed to. 

Tt’ they Knew, for example, that = benzene or 
otner substances are cancer-causing agents, they would be more 
ape tO take necessary precautions in handling or otherwise 
managing those substances. So we thought it was a very important 
Peart “of the workers”, One, right to’ know, and” an amportant part 
10 Of his overall effort’ to"protect Himself in’ the workplace. 

it was" a powerful part of worker education and 
a lot of emphasis is being put on educating the worker, and 
certainly knowing what you are exposed to is a very, very imoortant 


bart Of that’ procram. 


OF Cant HUStrCome™ back toe tier cancer porrcy= tor 

Re a moment? “Is 1b) LOO s0Gm to" be able (tor tell, or do you nave any 
judgement as to wnether* the™ cancer policy is going to solve, ox 
1s indeed solving’ some of “the probléms* that’ led* to res formation? 

I mean, is there any assessment, for example, 
as to whether 120 )as speeding up the promulgation of standards? 

Sh Ae le ers* not, at this poink @ speeding Mo une 
promulgation of standards because the benzene decision seems to 
have raised some questions in the minds of some observers as 
to whether or noty the cancer Policy is consistent, with the 
Supreme Court decision. 

What is often overlooked is the fact that the 

25 cancer” policy does mom requlate a substance... ‘The. cancer policy 
samply says to the SeGrecary ‘Ct Labour, if yourares going: co 
regulate a carcinogen, these are the criteria, these ‘are the 
guidelines that you eugnt to foliow, that yoursiould fellow. 

So the cancer policy is now under review. 
0. "The cancer epolicy* itself? 
a AW | The "Cancer policy. ttisele as now under review 


in light of, one, the benzene decision; and two, the cotton. dust 


@) 
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Purse t COWiseueCmen) decision on the whole question 
Ofacost benefit, and. feasibility. 
DR. DUPRE: Could I inject here, counsel? 


Dr. Woden, ih my, Owh mind I just feel a little 
need to slow down dan omdem to trv to appreciate, perhaps, more 
than I do at the moment exactly how, from the standpoint at 
least of the officials who designed it, a cancer POUL evs hat 
is supposed to work. Never mind the accidents that may or may 
nor wesult from a court decision downstream, or something like 
that, but as I understand it, and I've done what homework I 
could — reading the original policy in the Federal Register 
and then looking at some of the subsequent Registers - as I 
understand it, quite in line with the considerations that you 
Mave alzeady outlined, to reduce all Of the repetition that was 
going on, under the policy there was first of all the business 
of procucing, candidate ists. 

Now, .orOm Nere, .as 1 understand it, the next step 
Mold be priority liste. ne that correct ? 

TiE Vio ee pat eS COrrecet : 

DR DURRE? And the priority lists, of course: 
would be restricted in number, if I remember right, oO -ahout ten 
inweach catecory? 

Nig hah” MYRIAM ENS Sy e Mesn 

DR« DUPRE: Now, <am [ecorrect in understanding 
Bhabsonce 6 Subsrcance, ts son tne or iom ty lier nt isi not vet 
regulated? 

TEE SWaE NERS Sis No. 

DR. DURRE:. There .are further stevs that have to 
be taken? 

THE WITNESS: . Once a substance 2s on the candidates 
1S tines dan. Ole Ee. Dinter ive cts, 


DR sWUREBE St ieor iota ty sist. 
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THE WITNESS: It is a candidate for regulatory 
action. It does not say that the Secretary oucht to regulate 
them in the one, two order... 

DR. DUPRE: Right. 

THE WIINESS: |. -.DUE, It Says that these are the 
Substances that the agency is focussing Ons from. a regulatory 
standpoint. And why we did that was to try tO. reduce, to, some 
manageable size the substances that the agency should be looking 
10 fi. ttOmM a regulatory standpoink. 

When we look at the whole list of potential 
carcinogens, ranging up to two thousand, we said let's, through 
a screening process, reduce that to at least ten substances, and 
that these would be the substances on which the agency would 
focus their attention. 

Now, what did this do? This said to industrv, and 
the people making those substances and workers exposed to then, 
that these are substances on which we have enough information to 
regulate, and that precautionary measures could be tCakens .. Souda 
De saying to the: industry tts not Necessary fOr Vou, to wartoror 
99| Us to regulate. We have solid, good evidence that these are 
cancer-causing agents, and therefore you ought to take requlatoryv 
action immediately - not wait for the agency to regulate. 

NOW jpaltewe flip back just 2 Strep 7..Ons che 
candidates list these were substances on which, tom which. the 
agency requested more information and needed more information. 

25 There may, for example, have been one animal study 
and the agency said well, we would like to have more on these 
substances that are on the candidates list. 

Lt aleo.gaid to the industry that, if you got 
information on these substances, bring it forward now so that 
we can either do oné or two. things - either we can delete it 


30 : ; os ‘ ; 
from the candidates list because the evidence is overwhelming 
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JHE WINE Se.) (Contids) thet i is not a 
carcinogen, or we can strengthen the data base on which we 
Legulate this substance. 3 Or aflat was. ae class two, category two 
carginogen, give us more information, if you've got positive 
information, and we'll move it ee EOmcCalegory, One... Orla i vou 've 
got good, solid negative information, we'll take it of¢€ the ase. 

SO 1t was our way of letting the eublielknow 
what the agency was Considering, what its priorities were. and 
Saying get your data base together if YOUsare GGing. to participate 
goetre public hearing on this Substance, here is adequate time 
anc here is: Ehé.intormat ongthac wero! dice. fe havewos this 
substance. 

SO it wassa kind of screening process. 

DIR, ADIGIEBPS2t 6 Just to make sure I followed, a substance 
on the candidates list is a candidate from a PELOr Ly Jest yeri ght? 
But not necessarily for reculation, ‘The SRIOEL TS Li st ee 
candidate for regulation. Is that correct? 

THE WETNESS: 2 like to think of ‘Ltvas a football 
team where everybody. can tryout, but in the final analysis. you 
have got only a few people who make that final eleven playing in 
the game... And this is ecactily what we did here. We vstartee with 
a large number. 2. 

Deu tUPRE: Wels tartyi ti these. 4b vcmiatino that 
camp that the New York Jets hold, if I remember BUCht. sometime 
inthe, late spring, envy oo0 ws. 

ASH OPIN SS © Yes, yes. 

DR... DUPRE: --.fans out of the stand can come and 
Cry Out... Thee Ss Chen sbhe son on tt yas sss ee 

THE WITNESS: You may have conducted in your 
laboratory at home, in your basement, a study on a substance 
and present that information to us... It's apart of that 


Candidates list. , But under additional Serutiny ,. More careful 
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=/5)0) = Walker, in-ch 
Tue Witte (Cont ad.) Scrutiny, that substance 
mavyeotall off the candidates sitet. 
5 Tides Wivye we sald; we li publish that Pst every 


year so that each year we will have an opportunity to review new 
mirormatron and *that first, “we would nope, each year would get 


SNOw cer: 


DR. DUPRE? * Okay. 


WOR AENS IR IIS Oh HOW DLO 1S “Lt Om ai -arintal’ basis? 

os On tie “averace Of va Couple Oprmiunarec, ‘Couple Of thousenc 

THE Wittiboos: About a nundared . 

Now, Obviously there were some things that we 
arcane’ put on that liste annicracid.in, tea we know Causes 
cancer. Ve Cidrt pure enau ome tne. ict. 

15 DR.  DOUrhie Inecrtentariy; same. COrLeCe fa cet mmc 
from my reading the impression that only one candidates list 
was ever published? 

THE WITNESS ¢ "Only one candidates list was ever 
published ; 

DR. “DUPRE: “Aad -no “priority Ttist Nas vet been 

20 published? 

TRE WitNios: NOTDETOrity list. "Nas been publ tsned. 

DR. DUPRE: “SO when you dre talking about, saround 
a hundred substances, you are referring to the one candidate... 

THE WITNESS: “fhe one candidates list that "we 
published. 

: DR "DUPRE? "Of “a inunmdred, riront: 

THES WINES O? “Tie “Oeherrcandidates Fret) ethe orner 
tists have not béen ‘published vending tne Clrrent review of the 
policy to “determine “lts* consistency wrth the Supreme Court decision. 

DR. DUPRE: Now, could I just maybe now continue 

30 on with my questions, which are just meant to equip me with an 


understanding of how this was supposed to work? 
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MR. HASKIN: Sure. 


DR. DUPRE: Abbeniohts,.Let's, assumeka priority list 
‘omnOw (up = tenesubstances. Under the policy; as I would 
understand it, the Secwetarvyncantpicks ~ Sa letls say sthetSecretary 
picks two and five. It's at this stage that those substances, 


number two and number five, are going to have standards applied 
co. them under this wpebrey is that correct? 

THE WhUNESSseivesey Butel think) Il ought tovadcd 4 
footnote here, and thateis thattthe Secretary had.-to lock-satra 
number of factors in determining whether or not he should pick 
two and five - number of workers exposed would obviously have to 
be taken into consideration. 

DR. DUPRE: Richt. 

THE WITNESS: What other regulatory agencies were 
a@Oing.  «Forsexample, <ifpeheginvironment+Pretection Agency ior 
the Consumer Products Safety Commission was looking at asbestos 
and getting \veady tOuwkakenaction Onait, sthatawouldabevayiactor 
that the Secretary maybe would have to take into consideration 
in determining whether.or not he ought to move to regulate asbestos 
in the workplace. 

So there are anumber of factors, and I have them 
on a slide if we can see those later on. 

MR. @LASKINe  ~Wellli have) to, take.a break.and: «.. 

©. ,ACouldotiejustemakeéasure ceunderstand. that, 
gustetosfollow thatgusPetivitakeuni# that the onlyecriteria, fer 
getking- on thet praoratyydisire ine ther farstugnstance ~aSyscientei fac 
evidence?: | That*sethe critemaare,Yousdon’t need anything other 
than scientific evidence to determine whether a substance is or 
is not going tokbe One thenpriaomeyiiisttyewtt so the strength of 
the evidence? 

HS Wil Nin SS ae Aes VMeSEeneha tid SaOne GsalCik@ ire mes Ut 


we also Jdook», at,.again,qwhethereg or, not... the nurber.,ofsworkers 
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= 52> ~ Walker, in-ch 
A. (cont a.) * exposed. 4A" For example) Let's? assume... 
DR. DUPRE: Doesn't that determine who gets on 
peeecie DrToOrity Liste? 

MR. LASKIN: ©. Doesn't that determine the 
BrLOrt cy... 

THE WETNboo: ~~ Ol “ner Piiorirty list. 

Yes. 


On the El omrcy~ lt st. 


sas QO; “Rignt. “And then “to*determ re ther pi orviwes 
on the list, to determine which 1S frrst ‘and Ahichis second, 
| Pont it at that Stages snacyvou tien pring Lh number Or workers 
| exposed, and soon anda "so fort 
| A. Yes, yes. 

15 Oo But the’ Secretaxvy;, nonetneless, 4s “Net s5ound 
| by the agency's assessment as to priority one, priority two, 

priority threé? Whe Secretary tcam choose Drloeuty Nine whe Wesco 

| she féels that "rts warranted “to “promulcate a “standard ior mrrori ty 
| nine? 
| A. Right. Yes. 

20. Or Is “the re-tworelority (lists “we aveotal kina 


about? Is*“this category one and category two? 


Az "We rnitivally "started out witn® two wpriom ty 


= = = = = = a a = = Lash = = 
bes} 


lists, and we decided that we would only publish one priority 

list which would be category” one. And we would solicit additional 
information on items that we would have put on priority list two 
= in order to determine whether or not we oucght to move some of them 
ap intO priority one, Cr-complevety =délece@ chen reneticur lee, 


Or The Candidates ast? 


The candidates list, yes. 


MR. TASKING @* "rir serry. *asinterruptedt 


30 DRi” DUPRE OKay, “sor ner a-vercot. .. Once: that 


ne 


substance has been...once the Secretary has made that decision on, 
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DRY DUPRESI* (cont'd. ) lets say - number “two “and 
number five, it's at that point that those substances enter 
the standard-setting process, and there you will have a substance- 
by-substance hearinc in which the Pavttes, at that stage, can mount 
wnatever arguments they have, one way or the other? 

Ti With Sete atieisess Correct. 

DR. DUPRE: Now, in that sense was there any time- 
saving element that the cancer policy was meant to achieve, once 
you hit that standard setting? I see the time saving in terms of 
your tryout camps, so to speak, but once the regular season begins 
are you into a lencthy game once again? 

THE WITNESS: One time-saving element would be 
whe Size of ‘the’ reéords  "rhae we would not develop a record and 
a lot of information that the agency could not use in the standard- 
setting process’. /’ Phere “would mot “be pages and pages that the 
agency had to analyze on whether or not you could translate ELOm, 
you can extrapolate from animals to man. There would not be the 
question of nonpositive epidemiological studies, unless they met 
the criteria spelled out. There would not be the issue of 
threshold. So that would substantially reduce the record that 
the agency had to analyze inorder to develop the standard. 

DR. DUPRE: Because your animal extrapolation 
issue and your threshold issue had been laid to rest? 

EEE ee NERS Ske RLorie. 

Now, "leteme *comPess that the full generic 
dimension of that policy was diminished when the evidence in 
the record was against model standards, because here is the way 
we intended that policy to work in actuality: Once we identified 
a-substance “as *class “one Or category "one "carcinogen, immediately 
certain elements’of -a*standard would *qo-intovertect = Lowest 
Feasible level, engineering controls, labelling, etc. 


But that part was lost when we simnly took the 
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THE WITNESS: (cont'd.) stance that these are model 
quidelines, and that each, the hearing on each standard would 
address the guidelines and then later these would be translated 
into specific regulations. 

So from that standpoint we are on a substance-by- 
substance basis. 

DE. DUPRE Ana Of course DT take it that 1 can 
appreciate that the way this thing was désioned, che authors of 
it did understand the amount of time that could be consumed 
because, of course, there is something else that I found very 
interesting here, that this policy srovides for emergency, 
temporary standards, and of course it was through emergency, 
cemporary standards. presumably. ccthat the agency or the 
Secretary could be equipped to provide workers with protection 
in that interim period during which one of the lengthy regular 
season games is dragging on. 

THE WITNE So: ivan Ss iol Ort 

DRS DUPRE: NOW, OL COURSeC NT ENnere: Wasm me wer any 
SCppoLrtunity EO use Etat pare of the policy, was there: 

THE WItNkooe, NO. 

Dr. DUPRE: “Could ff ask you this, and at mey-p- 
an unfair question, but all questions are unfair in matters of 
public administration: Do you think that the emergency, temporary 
standard provisions could have worked under the Act? 

ANSWER VAL Bens, S Sve Yes. 

DR. DUPRE: First of ail; with the benzene decision 
in place, or otherwise? 

THE WITNESS: Yes, it could have worked under the 
Aet. Yes, it eould have worked under tne 2cL-. 

DR. DUPRE: And this is because of the manner in 
watch the Act 1 tseli... 


THE WITNESS: You see, the emergency, temporary 
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THE WITNESS: (cont'd.) standard was designed to 
have the Secretary of Labour respond immediately to a perceived 
hazard, and the Act required that six months thereafter there 
would be a permanent standard in place. 

So if we, in effect, presented evidence to the 
pecretary tonight that substance xX causes cancer, X number of 
people have died, etc., etc., an emergency, temporary standard 
Could be put into place. 

DR. DUPRE: Ohy, ‘but. . .then under the Act. that 
emergency, temporary Standard could only be in place for six 
months? 

THE WITNESS: 2Or) six months while a permanent 
standard was being put in place. 

DR. DUPRE: Okay. 

THE WITNESS: Under the emergency, temporary 
standard there was no public hearince. 

DR. DUPRE: “Right. Because that's the only way 
ViOuULCan cet the thing moving out. 

Tin Vite Sets § nat Serine. “COrrect. 

De. DUPRE. Vbur now can [ ask you this, Dr: 
Walker? If the setting of asrecular standard, in, tie. serena 
where the agency had set an emergencv, temporary standard, wound 
up taking longer than six months, was there a legislative means 
whereby the emergency standard could be renewed to cover the 
Interval? 

THE WITNESS: I don't remember the specific 
language of the Act with respect to that. 


DR. DUPRES  L'm sure you, appreciate the fact that 


1s Ou 
SUS, CRIME SSS I understand, I understand. 
DRy oe DUBREA i» -S.decading with administrative 
mechanisms. If the emergency standard dies after six months, 
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DR. DUPREE \Veont ds). “you-heve> of course , a> bud 1t—in 


incentive for whatever parties don’t like it’ to simply talk- it 
out in the six month period, so to speak, and then there would be 
a problem. 

THE WITNBOS*? T= me grtssay here that one of the 
reasons why we hesitated to use the emergency standard more often 
was because of the six month time constraint, and the court was 
Very, ‘very sensi tive® tom enetceand nele@us! tocwts 

DR... DUPRE." Sorthat tt one were drafting 
legislation, them, ‘one would Want to watch that particular... 

TRE WITNESS 799 b Chink thet Leshan very very 
important comment that you've made. Yes. 

DR. DUPRE: I've been speaking, trespassince too 
long on your time. Please.. 

MR: DLASKING: Perhaps we could take a short break. 
Dr. Walker has some slides and in the break we could put some 
SILoes ip. 

DR. DUPRE? Shailil-we-break >? Yes); until abeut 


bwenty tO four. 


Mela, IONIOWIDRSS IRC Sis /D 


EE NOW RY Ri Sie p) 


DR.» DUPRE :),) Dr... Walker, if. you,would, indulegeyme 
before we have the slides... 

El Eis Mid sD Date a SAL Su, 

DR. DUPRE aaicsset wonder. Ato dy, COulLd.aAsk) VyOunone 
more guestion that arose right out of the dialogue we were having 
before the break. 

THE WITNESS : yes, 

DR.) DUPRE :. eMy GuestioOn. as this,.wassa the. cancer 
policy.intended, exclusively for nem substances,.or.was it also 


intended to provide a means whereby OSHA could signal that 
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DR. DUPRE s (oont'd.) | eantain|substancesy and it 
could be asbestos, which were already subject to a standard, 
were being examined as candidates for a revised standard? 

Was it intended? 

THE WITNESS: =e¥es,eyes:. 

DR. sDUPRBewr Sorthat Lankletumeteuh Ft GteOnyoustaiis 
way. As I understand, of course, the NIOSH and OSHA initiative 
to. move down from» thestwoefiber standard, these»initiatives. took 
place before) this,policyqwas published-andsput into place? 

TE eNe, WIE SPINE S)S) © VES. 

DRenBUPRE Had this policy, been in place at the 
time that you would have wanted to have undertaken such an 
initiative, can I take it that asbestos. could first of all be put 
Ona candidates mipsisys 

ES Wastin Sis. Mcist 

DR.) DUPRE “=. .anG. Ehen be put Ona DriOrrey laste 

THe WEPNESS: Ae pRiOnityelist, staaths veorrect. 

DRa DUBRE: I see. And of course, it was through 
this method, among other things, that once again you would have 
hoped to reduceythe amount of time stheteispconsumedsby the 
aninaliissue,,therehrasnoladnieasie..,; 

THE MWWTNESS: “Right. It also took Into consideration 
the fact that seldom are standards complete. New studies 
periodically come alona, either showing that that standard is 
Eoo jstrincoent .on git }Sutoo weak puandsthusethe sagencey His “recoumrmed 
to review those standards and to make the appropriate adjustments. 
And this is why we were looking again at the asbestos standard, 
why we convened a NIOSH/OSHA work group to review new information 
on asbestos and recommend a new standard. 

DRy DUBREwsAnJUust one -lastcquestiontwhick, simoly 
pertains to the only candidates list that was ever issued: All 


I saw on that candidates list was the federal register issue of 
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DR. (DURRE as (COME LG se) August L2), L980. swhich 
I then read pages fifty-three thousand, six seventy-two through 
fifty-three thousandjasix seventy-four., But as I got to the 
end, I hadn't yet seen the list. 

The list is prominently announced in the register. 
ineanh show jvousmy -OwneaAcopy, avf-vou.want, but then I didn't. see 
the actual substances. 

THE WITNESS: I don't know what happened to your 
version of the list, because it. was included. 

DRepDUPRES ( Ohpsadtequst. probably .got, blanked out 
by the xerox machine. 

Indah NINES) S & Yes. 
DR. UFFEN: Would you remember the list? 

THESWITNESSseeYes swell, not,exactly, but... 

DR. UFFEN: Would you remember whether nicotine 
was on the list? 

ABSUE, VIL INES So INKey, AnakeleneweS Wels invone Ojal Sela’ Wareiic . 
sunshine? that. causes. cancer; was, not.on the list. Tannics acid 
De tea, | whaich @ausesp cancer, was. not, onthe jist, 

MR. sbLASKING« =O. »~What.was, the rationale for 
excluding some substances which you knew did cause cancer in 
dbiterent situations: 

THE WITNESS: A...We were concerned about reducing 
occupationally-induced cancer, and nicotine, smoking cigarettes, 
ise diniveany setting, youlwill find, and regulating nicotine would 
not have necessarily reduced occupationally-related cancer and 
our mission under the Act was occupationally-related cancer. 

Q@. j\Couldsiy aust askiviou one, before we .co to 
the slides, just one final question on this emergency, temporary 
standard which the Chairman was asking you about before the break? 

A. Sire. 


Qz, (Wimch D roather... and ~b- gather the: prowision 
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OR. (conmrd .) fori Lhatthet in sehet statute..n and was 
in the statute, from the time it was first passed? 
5 Ay Mess. 

Q. And requires an employee to be exposed to grave 
danger from exposure to substances or agents) determined to. be, toxic, 
and that such emergency standard is necessary Los protect. the 
employees from such danger. 

My question is, I couldn't find anything in the 
10) statute on this, is it open, for example, to a trade union to 
| apply to the Secretary of Labour for an emergency ,( bemporany 
standard? 

A. Yes. The trade union movement in Washington, 
abou tt lthneermont hss ago @ abodiveds td\a he secretary, Of Labo for an 
| emergency, temporary standard on ethylene oxide. 

1 Ove Andwhaving: applied, whet wbligation,.af any, 
asothe ref onj shel iSecretaryy ter do anything about the application? 

| Am Mhessecnebary. can review the information for 

merit and make a determination as to whether or not the data 
available and submitted justifies the implementation of an 

20 emergency, temporary standard, or whether or not the condition can be 
corrected by a permanent standard procedure. 

@.aAnd: Usythate decision byithe) Secretary fZeviewable 
in any manner? , Suppose ithe Secretary says, Mond! don,’ traccept. the 


data and I don't accent the application, and I'm not COMNGyto- do 


anything? 
25) pe YOu tC athe Chiborrcss Trot Courts! federal @obiaer 
and have that reviewed. 
Q8 Tt would) :be, revhewed.«. .it's! iccapable of the 
same kind of judicial review that the promulaation of the permanent 
standard is? 
a Asn deaDhAt “syrcommecks. 


DR...) DUPRE» «One: other, dattle matter. of draftsmanship 
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DR. DUPBREs, (contd:) »:that»I would Jike-to 
understand in case it has any lessons is the following: I note, 


of course, that in the wake of the benzene decision there had to 

be a number of deletions in certain paragraphs of the cancer 
policy. When all is said and done, these deletions largely involve 
always the same set of words, namely, “set as low as feasible" 

with respect to a standard. 

Now, Létamesputy ite touyouuthis way: To the extent 
that the candidates list and the BriO“iLy list.+.2f,lemaydnew 
revert to the athletic analogies of which I am so fond,*i£ you 
will indulge me, Dr. Walker...to the extent that these were meant 
to streamline the training camp, was there any particular reason to 
have those words in at all where the candidates list or the 
priority list were concerned? Was the reason perhaps that by 
having those words in once again the intent was to contain the 
amount of time that a regular season game in the regulatory 
league, substance-by-substance... 

THE WITNESS: The words you mean, ‘lowest feasible 
level'? 

DR. pVUBRES AYes.. 

THE WETNESS: «The .ceason-that they were put in 
there was to emphasize that we have not identified a threshold 
for carcinogens, and that we had to assume, stherefone prthat any 
amount...a tenth of a part per million, a tenth of a billion parts 
per million...would cause cancer. 

Now, what the Supreme Court decision in effect 
did was to say that we would reduce it to the lowest feasible, 
lowest feasible level necessary to reduce Significant risk, 
because the court has said you have to define a Significant irisk 
in order to promulgate a standard, and therefore if you are going 
to lower that standard, that standard has to be lowered to the 


lowest feasible level necessary to reduce that Signisf Hoarntrisk; 
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THE WITNESS: | \(cont'd’) And that's why the policy 
is undergoing review and will probably have to be amended to be 
consistent with the court decision, and Say. CO tie scourt,, wesneard 
your decision, we have read your decision, we are now attempting 
EO iespond: to that decision. 

MR. LASKIN: Perhaps we could turn to the slides, 

THE WITNESS; Okay. 

What I would like to do is briefly walk you through 
this document, which is a distillation of some two hundred and 
fifty thousand pages of public record, and here we see the major 
component of that policy and one could really call parts A and By 
an encyclopedia on carcinogenesis, because here is a thorouch 
discussion of the agency's rationale and need for the DOLECY, 

a discussion of the use of human studies in identifying, in 

classifying potential occupational carcinogens, and here is where 
we, in effect, address all the argument for the use of human data 
in identifying and classifying potential occupational carcinogens. 

Section CuLs avery. thorough discussion of animal 
bioassays...the pros and cons of extrapolating from animal to man, 
the pros and cons of high dosage, the pros and cons of sensitive 
animals which was raised in a discussion that I had during the 
break. 

Part D includes an analysis of the major regulatory 
issues, and the model guidelines that we had discussed earlier. 

Part Bis the requlatory text, sand a very small 
part of the document. 

In the regulatory process, we vropose, submit to 
public hearing and then develop a final document based on the 
public hearing. Here's what we propose, as I indicated earlier, 
we proposed categories one, two, three and four, in the final 
policy they were deleted. We did not include in the proposal 


the scientific review panel. This is the panel that included the 
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THE WITNESS: (cont'd.) director of the National 
cancer Instrtute sr arrector vor NIOSH? director”or the National 
Institute of Environmental Health. This is the panel of experts 
On which the Secretary of Labour would call to address scientific 
issues about which there may be some controversy. 

We did not include in the original cancer policy 
the candidates list which was discussed earlier, and Pinalivtin 
the proposal we listed model standards, and in the final document 
those standards were changed to guidelines. 

In the original proposal that we submitted for 
public comment, we did not have a procedure for amending the 
policy, but during the public discussion there was much 
comment, many comments, I should say, about amending the policy, 
and we including those provisions that I cited earlier today. 

ifm sorry, yvese 

MR. LASKIN: “QO. “Just. before you leave that, i'm 
not sure I understood model standards versus guidelines, and you 
May have covered it; but... 

THE WITNESS: ”~ A. In model standards, once we 
determined that something was a category one carcinogen, we would 
automatically put into place a set of requirements - lowest 
feasible level, engineering controls, housekéeping, medical 
monitoring for the workers - all of that would automatically 
Click Into-place = Gneda model "standard: 

Q. Not a permissible exposure level? 

Ae” “I m" sorry? 

QO. Nota numerical “standard?” Not’ a vermassiple 
exposure level, but other requirements? 

A. Other requirements, yes. To achieve the 
permissible exposure level. 

We changed those to model cuidelines because 


there was a substantial amount of testimony that suqgested that 
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- 63 - Walker, in-ch 
A. (cont'd.). there may be provisions in the 
model standards that would not apply scOpall carcinogens, vand 


therefore we would suggest guidelines and then when we move to 


> the public hearing process, we would make the determination which 
of the guidelines would be translated into the permanent 
Stangards’. 
O. Thelguidelines, sl.take,it, would not carry 
with them the punitive provisions of the statute? 
10 A. No. 


QO. _They, would not, be enforceable, they would 
be good work practices suggested to an employer, but if the 
employer chose not to follow them, there were no sanctions...at 
Peast until thevistandard... 

AL Tet eoeriOnt. sunta |) the standard was. in 
15 place, yes. 

DR. DUPRE: But under the model standard approach, 
which was in the original proposal, there would have been 
enforcement teeth? That"s the difference between a model 
standard and a model guideline? 

THE WITNESS: Yes, yes. 


20 And getting back to your ealier point about 
speeding up the process, once we identified a class one 
Carcinogen, everybody knew that these were the standards that 
would apply...that you had to monitor the worker periodically, 
that you had to monitor the workplace, that there were certain 

25, housekeeping procedures that automatically clicked in...No debate, 


no long, drawn-out discussion about moral standards...a time— 
Saving device. 

. DR. DUPRE Ss weS.4 SO that indeed you. start.to 
get protective devices like improved engineering or work practices 
TM DLACe, sis 
30 THE WITNESS: Yes. 
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a Walker, in-ch 
DR. DUPRE: While a regular season regulatory 
game is being played over the number that is going to be put in? 
THE WLINESS tual batis correct. 
MR ALAN eo est rOurinreh thatOort , ado. 


take it under the proposal that you had model standards, but those 


standards would not be subject to debate in the specific rule-making 
proceeding on the substance, that followed? 

THE WETNESS: As Right.” Wouldsnot. be, richt. 
10 O.. BUbaUnder the guideline approach, i1t!s open 


to the parties to attack the model guidelines to suggest this 


A. 1 .XY@Ss ~Under guidelines, .for example, there could 
be extensive debate about whether or not sputum cytology is an 
effective early-detection method for lung cancer. 

8 Or you could debate whether ot not the workplace 
should be vacuumed five times a day or three times a day. 

Under the model standard, no debate is part of 
the standard. 

QO. So there's those two differences - number one, 
20 the enforcement mechanism comes to bear on the standards, and 
number two, they are not open to debate in the rule-making 
procedure? 

Med SCOLLECE . 

Again, that's designed to speed up that vrocess. 

This was a basic timetable that we had set for 
25 implementation of the cancer policy, and you will see that the 
candidates list was drawn from several sources - the Environment 


il | guideline shouldnt apply oto uthevasbestos industry, or... 


Protection Agency had a list of carcinogens, suspected carcinogens, 


that it was concerned about in terms of air and water quality, 


the National Toxicological Program, the National Cancer Institute, 


30 


the National Institute of Occupational Safety and Health, Food 
a and Drug Administration had a list of suspected carcinogens, and 
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- 65 - Walker, in-ch 

Awe (conttds) a number of croups outside of the 
government had candidates that they submitted for that list. 

This is how that candidates list was made Up fe ste 
included information from all of these sources. 

We subjected that list to an inhouse review by OSHA, 
inhouse staff screened LG, ~Enen. te the-seienti ficereview panel, 
and then to. the Assistant secretary for Occupational Safety and 
Health. 

The candidates slist.,, we then auplied. -hsorny? 

DR. UEFEN:. Just )to-be.clear, 1. think,we might 
get confused between the scientific panel, review panel, and 
there was in the legislation a scientific advisory group. They 
abe wot the same sthing 2 

THE WITNESS: No. The scientific review panel 
had -a focus much matrowex than. ian advisory group. The Occupational 
Health and Safety «Act ssaid.ithat ethe secretary Qi wuabouwm a may ' 
convene an advisory group to advise him on a broad range of issues 
dealing with occupational safety and health. 

For example, when we set the coke oven standard 
the Secretary of Labour appointed an advisory group to advise 
him on the data on coke oven emissions and the shave and the form 
that athe istandard sshowlcd take. 

this spanel, the scientific review panel, has 
a much more narrom focus in that if there are issues that must 
be resolved, dealing with the identification and the classification 
of carcinogens, this scientific review panel - which includes 
the three directors of the three research institutes in federal 
establishments - would make up this panel, and the Secretary 
would submit that issue to the panel for resolution. 

Let's assume, for example, that three studies, 
four studies, came in on a substance, and as the scientists looked 


at those studies there was basic disagreement - one said the 
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- 66 - Walker, in-ch 
THE. WEPNESS: (contid.). epidemiological data 
suggested it is.a carcinogen, another scientist said ne, the 


Mm evidence suggests noie.we lookedpat statistical analysis, etc. 


This scientific review panel would be the final, 
quote, unquote, auditor. 

Now, there was much discussion in the public 
hearing about this scientific review. 
| DR. UFFEN: They were all government scientists? 
ie THE WITNESS: They are, and that was the focus 
| of the argument. There was much concern about narrowing that 
scope to governmental scientists. There was a recommendation 
that the National Academy of Sciences in the United States should 
be that body, but the agency decided that these were the well- 
Hs recognized, ..National Cancer, institute, the National Institute 
ef Occupational Safety and Health, and the National Institute 


of Environmental Health scientists...were the recognized 


agencies of the government and that these should be the people 
whom the Secretary should cally on...that the, Secretary of Labour 
should be able to call on the scientific establishment in the 
20) federal government for advice, rather than to have to go outside. 
And that was a legal question as to whether or not the Secretary 
could delegate that kind of responsibility to persons outside 
| the federal establishment. 
| There is a very extensive record on that. 
| MEI 
25, DR. DUPRE: Just to make sure I understand the 
| distinction, an advisory panel, on the other hand, could include 
| extramural scientists? 
| Hm WETNESSs, Yes, Correct. 
This is simply the flow of the candidates list, 
| where we would take that candidates list, apply the criteria 


30, 
| for prioritization and at that point we were considering publishing 
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- 67 - Walker, in-ch 

THE WITNESS: (cont®ds) catecories tone (and 
Gategories two, ‘the (\toptten)inléacnulist: 

Sepry? 

MR GASKIN): 40.07 DESthat had gonesthrough and there 
had been two categories, was it contemplated that there would be 
specific rule making on category two substances, or did you have 
to get up into category one before you were subject to a rule 
making? 

10 THE \WITNESS#® (AS li The SSecretarytofaLabour could 
have regulated substances in category two under his normal 
authority *to %tcontrol er to régulate toxiclsubstancest ‘Hetwould 
have not had to regulate them under the provisions of the cancer 
policy, because the substances in category two did not have 
strong enough data base, a data base strong enough to put them 
15 in category one. But he could have regulated them as a toxic 
substance, and setting, in this case, a permissible exposure 
limit because as a toxic substance we would have had to identify 
anthresholdsvével.&@ Butsastaicaucinogen> no. 

OCOBUl doesmthatrmean Pt wouldastiliscotthrough 
this lengthy adjudicative process? 

20 AOVYEse Yess 

ORPOWhat! Sather 

A. Some of the issues would not have been 
discussed again. The whole issue of animal data would have not 
been an issue here. 

25 The whole idea behind category two was simply 
to say to the research community and industry at large, these 
are substances that we are kind of shaky on, we need more 
information, and if the federal establishment, for example, is 
giving out research money for cancer research, here are a list 
of substances that should be researched more. That was one of 


30; the driving forces behind category two. 
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| lz, 
i | a Olga Walker, in-ch 
A. (coOntyd.) WItjwouldvalso say to industry 
| that, here's a substance that we are looking at - we need more 
5 information. If you have information, DEOMOMMCON, mMakeu1e 
a available to us so that we can make a determination to move it 
up into category one, or simply take it off the list the next 
Hl time we publish it. 
Now, I think you can well understand and well 
appreciate the fact that publishing the list caused much 
i 10 concern on the part of the industry — concern that we had 
blacklisted a substance before it was reculated, that if that 
i substance was being supplied by an industry to a user, that 
Enat user may say, Gonttaw.. | mMenot. buying anyemore,or that sture 
I because it's on OSHA's Jiast. 
But, Chat was a concern and it.wwas discussed 
| oe very extensively. 
Here is basically the heart of the cancer policy - 
the definition of a potential carcinogen is any substance, 
i Mixture OT ‘combinationmos substances, Or a metabolite: of a 
substance, which does what - which "increases the incidence of 
q 20 tumors or decreases the latency period between 
exposure tand onset of tumors ain humans, of in 
A | one animal species, after all respiratory, 
abdominal exposure, or any exposure causing 
a | systematic tumors". 
How do we then move from that to category one? 
2 The other criteria for category ones. “Any substance «foun to 
‘J be a potential occupational carcinogen in humans 
Or one animal species, plus concordant evidence 
ef | in the same species, a second study, or in another 
specie, or a short-term test, such as the Aim 
‘I 30 test. Om others) or injection or implementation 
site tumors, or one species without concordant 
L 
J 
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= S695 Walker, in-ch 
A. (cont'd.) "evidence, based on the Secretary's 
decision"; 
2 This was designed to give the secretary of Labour 
some leeway in regulating these substances. 
Category two - "A substance may be a potential 
occupational carcinogen because of SUDGEStTeEd. an” 
we are getting weaker..."suggested human or animal data, or 
positive results in one species only". 
10 That is the heart of the cancer policy, mdefinition 
of a carcinogen and the criteria used to categorize the substances. 
PYLOritization...we raised that earlier...the 
number of workers exposed, the estimated exposure levels, the 
levels of exposure shown to produce the tumor, whether Ornette 1t 
was two parts per million, five parts per million, etc...had to 
15 consider here the benefit to workers of reducing exposure level, 
and here's where the whole issue of cost benefit slides in without 
ar toc Of publirerty. 
The molecular similarity of the substance under 
consideration to a known carcinogen, whether or not there are safe 
on substitutes available, the agency's responsibility for dealing 


with the hazard, and as I indicated earlier, action beingstaken 
by other agencies of the federal establishment. 

DR. UFFEN: Was there any weighting system 
developed? 

THE WITNESS: Yes, a very extensive weighting 
25 system was developed. 

Positive versus nonpositive results: An issue 
we raised earlier, that positive animal results supercede 
nonpositive human data, that positive results in one species 
supercedes nonpositive data in another species, that positive 


results in one species will be given greater weight than 


0 nonpositive results, and provided the positive results are 


7 
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THE: WLTNESSer (Contsd.) Borologically and 
statistically significant, only one positive animal result would 
be considered in the brief scientific review of the candidate 
substances. The whole issue of positive versus nonpositive 
BesiiLes . 

Acceptance of nonpnositive test results: And here 
the criteria, at least a twenty year worker exposure; thirtv 
years of observations after the initial exposure, taking into 
consideration the whole question of latency; a group of 
exposed workers...that the group is large enough to detect that 
fifty percent increase above that in the unexposed control. 

Acceptance of nonpositive test results...I won't 
bore you with this, but here arer some of the criteria that 
we spelled out in the policy. 

MR. LASKIN: With Dr. Walker's assistance, we 
Might be able to reproduce those slides and distribute the 
photocopies to everyone. 

DR. UPPENS) slt.makes ttja lot “easier than plowing 
ED COugh. the oreat, stmucker. 

MR. LASKINe [OT Just have a tfew more: questions, 
but there is one other matter that perhaps I should have covered 
earlier and i wank, to make (sure —f wnderstand 1.6, and. tnae 2s 
just briefly to go through the rule-making process in the 
United States, and I just want to make sure that I understand, 
we understand, all of the steps involved in order on any specific 
substance under the statute. 

I take it the first step is that the Secretary 
decides that he wants to promulgate a particular standard? 

THE WITNESS: A. The Secretary may, on his own 
motion, decide that. He may be petitioned by industry, or he 
may be petitioned by labour to promulgate a standard. The 
Secretary will then review the data to determine whether or not 


it 2s sufficient to vine ace euvemmaking. 
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A. (cont'd.) He will then develop a proposal, 
and that proposal will be published in the Federal Reqister. +. 

0. JUSEStepoIng. . 1h tne pVocess Of that happening, 
is that where the NIOSH criteria document comes iM, ard sche input 
of the advisory committees? 

Aw NO: 

Q. Maybe you could just run through that process? 

The NIOSH criteria document may be one source 
Sr information thatiwine etareurole making. There may be 
information from other research agencies. There may be information 
from industry or other sources into the Secretary for him to make 
a determination as to whether or not we should proceed with 
rule making...there is /enough data there to suggest that there 
is a hazard and that that hazard ought to be reduced. 

Then the next step is to develop a proposal, 
and that proposal will in effect cover a PEL, a recommended PEL. 
The Secretary may say we propose to reaulate at one part per 
million, based on our review of the evidence. 

What will then happen also, simultaneously, will 
be an economic analysis..looking at the industry, looking at 
what it may cost to comply witha one part per million standard, 
etc. This will all, then, be published in the Federal Register, 
giving the public a substantial amount of time to review, and 
then we will move to a public hearing. 

phenvat the publace hearing, all Of the assues 
are examined. Everybody has an opportunity to come in and 
testify, witnesses are cross-examined, a record is established, 
and then the agency analyzes the record and then a final standard 
is promulgated. 

Now, in the past there has always been court 
review, and the pattern has been industry will say the standard 


is too stringent, labour will say it's not stringent Enough, and 
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A. (Contead yy) the court will usually review and 
make some determination. 

This process has in the past often taken from one 
to three years, and one of the limiting factors has been the 
analysis of this very extensive record. INESOMe Tcasese tive we, we lll. 
in practically all cases...the agency, in the proposal, has asked 
very specific questions on which it wants comments. For example, 
should the level be at One, five, Or at one, -three-orefive. 

? It is also asked what should, for example, in 
the case of lung cancer, should Sputum cytology be a part of 
the regular medical examination of the worker, and several 
GuSstions. Of this kind. 

We've also asked, relating to the cancer policy, 

15 about animal data and threshold, and we've also included questions 
with respect to epidemiological data. 

More often than not in the past, this record had 
not given us the kind of information that we need to promulgate 
che Standard. “What we oot.-.ana I tepeat the empnasis-...weast a 
number of epidemiological studies that were very poorly designed, 
20; did not meet the basic Criteria for a good epidemiological study, 
but they were part of the record, they were analyzed, consumed a 
lot of time and really didn't give us the kind of information that 
we were hoping that we would get. 

SOuthUS Psp basically tie mrocees, 

Q. What did you do? Did OSHA do anything, being 
dissatisfied with the record it had? 


25 


A. Being dissatisfied with the record it had, 
the agency had to rely on the NIOSH scientists and the OSHA 
scientists to fill in the information that we were hoping to 
Cet from public participatvon. 


30 Q. Where they... 


Bis 


A. Now, let me add, in some cases we have, 
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Me (conmidy) unfortunately, had date omitted 
or left out of the record, only to have it submitted to the 
court...and I made that comment earlier. Where if we could have 
had it here, it could have’-been built in to the final standard 
and strengthened the agency's position... 

DR. UBFENsesThere pis no .provision, for powers to 
subpoena documents and things like that, until you get to the 
court review? 

THE WITNESS: The Secretary of Labour has seldom, 
iivever, vused his *subpoena authority. Heacould use it, it's 
available to him, but it was always felt that using subpoena 
authority would just exacerbate the adversarial relationship. 

In the case of economic data, as I said in my 
earlier statement, the group that has the data on compliance 
are the people to be regulated, and we do not have access, ready 
access to those data, and we have hesitated to use the subpoena 
process, hoping thats isawell, we didn't want to further exacerbate 
the adversarial relationship. 

MR. LASKIN: QO. But where does the advisory 
committee come into this gructure? 

THE WETNESS: <A. The Secretary of Labour may, 
at tids DPoOlnme see. 

QO, Whachsypoant? 

Avy At» this point. ..convene.an.advisory committee 
to review these data. 

Q. He, mays iore may. not? 

A. He) Mayn OF) MaysAnot. 


®. Bndythatres stipulated... 


Ne In many cases, if it's a very controversial 
Hiscue,then he may convene the advisoryrcounci1:. Buti if it's 
clear cut, the evidence...there is no question about the evidence 


and no question about the soundness of the epidemiological and 
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Ay (cone’d.) “the animal studies, then we wilt 
move right from information to proposal to public hearing. 
5 But Vr there Ts some controversy, some question 
about the quality of the data, a panel of experts, an advisory 
group, can be convened to advise the DEeCretary., 

Q. Is there an environmental impact assessment 
that occurs somewhere in the process? 

A. Yes. I should say economic and environmental 
10 impact assessment, yes. And both the economic analysis and 
the environment impact they have published with the proposal, and 
ane public*then has an Opportunity...now not only to comment on 
the scientific and technical information, but on the economic 
and environmental data as well. 

You may recall there was extensive review of the 
iad economic’ data’ on ¢otton dust. 

Q. And the public hearing is before an 
administrative law judge? 

A. Yes. 

QO.” Whats his..-his function is“simply, I take 
20; it, to keep order? I mean, he doesn't write any decision, does he? 

cat. NOP Rito. 

Q. He conducts the proceedings? 

A. Recognizes the witnesses and makes sure that 
the witnesses aren't badgered too much Dy aGcormies, ana. 

Q. We never do that. 
25 A. --.-SO that there is an orderly process. 
Q. And can anybody have standing? 


A. He approves and seals this hearing record, and 


then we can move on to analyze 1 tor translating the public 
standard. 
Q. Can any member of the public appear, or do you 


30 
have to show a particular interest? 


‘oo 
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A. 


eereOn the ist, 


Cn 


an ordinary member 


A. 


the audience and say, 


Or 
A. 


you and you can ask your question. 


process. 


DR. 


= ie Walker, in-ch 


Any member of the public can just call and 


and you can hear. 


Can they cross-examine? 
You can be cross-examined. 
Can I cross-examine other witnesses if I 


of the public? 


am 


LESut YOUs Cans. Sure. YOuUcan standsup, from 


ignhave, a.question stonithis witness. 

And I must be recognized? 

YOQus MUSE be.w..the Jaw-gudgqe: will mecognize 
It's a very oven and fair 
DUPRE: Dr. Walker .< 


Once you have, “La was 


going to say finally...once you have promulgated a final standard 


and a party then challenges that standard so that your court 


review orocess is triggered, is the promulgated standard in force? 


THE 


promulgation of the standard, 


DR. 


WLINESS: No. If the court stavs the 


Does Hot. inaeslonee. 


DUBE atht othe, court: js tays-.i t,..b01 ta how; much 


discretion does siehe court ‘have in terms of ..- 


THE 


OSHA do not enforce that standard until we have 
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HOENESS: Whe court may, the, courtpmay say to 


had an opportunity 


LASKINe? O,. »Whate did jity say inn+.n.di dsath do 

WITNESS) «A. MaeiSys 

LEC tdectay eit? 

Yes. 

DUPRE: But the court always has the option 

WITNESS: Yes. Well, thes courtmays stay. 

of that, standard... The court) may.say,.do not 
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THE WLTNE Sos (Cont 'd.)- .enforce the medical 
monitoring part of that standard, or do not enforce the 
engineering control provision of that standard, but enforce the 
mest ,Ol it. slit may stayert einepare, OG it may stay Lt inewhiole. 

DR. DUPRE: Just in terms of the experience of the 
agency, have the courts tended to be very stringent and to stay 
most finally-promulgated standards, or have they tended to give 
the agency the benefit of the doubt, or is there no pattern? 

THE WLIINE SS: PHeT es Ss ta ‘COUrL... the DIictrLCe 
of Columbia Federal Court has been a court that has been 
understanding of the occupational issues. There are other courts, 
the Paitth Circuit thatesiessin theasouthern part Of the state, 
has not been as understanding of occupational health issues as 
the court that sits an =the District.of Columbia. That's the 
best way I can put it with lawyers in the room. 

MR. LEDERER: Have you ever applied for a job 
in the diplomatic corp? 

Mi) BASIN 0.0 aThe final standard must carry. 
reasons with it, and then there must be a...you must justify 
it with written reasons? 

THE WITNESS: Yes. Yes. Very extensive 
WUstLCroee1On. 

9. As I understand it, there have been how many 
final standards promulgated in the existence of...since OSHA's 
existence, under this procedure? 

Ap. Oh Jothink Te would approach /fourtesnuor 
fifteen standards. 

Q. And the major time component in this whole 
process 1S what? Is at the analysis of the record, or .the 
public hearing stage, or are they both equally long? 

A.) It'sareally ne analysis of the record, because 


Enat is the major part Of all of sthiseaction i—-the proposal, the 
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- 77 - Walker, in-ch 

A. (cont'd.) economic analysis, etc., and then 
with the input from the public you get this massive record that 
has to be analyzed to make sure that all points of view are 
considered. 

It we didm"€ adopt industry's point of viéw; or 
Mabour"’S point Of view, welve got to explain why. 

Let's assume that industry came in and said, okay, 
instead of one part per million, it will be five Derts per milion. 
Instead of engineering controls, it ought to be protective clothing. 
We have got to present an argument as to why we did not accept 
tnat argument. 

DR. UFFEN: To whom does that argument co, then? 
Suppose it didn't happen? 

THE WITNESS: Suppose what? 

DR> UPFEN: @ ihe analysis of the record and all 
the justification and everything, to whom does it go? To the 
SeeLevary: 

THE WITNESS: What, the analysis? 

DR. UFFEN? “Yes. 

MR GACKIM:. This= 1s ‘the ifana ee 

THE WITNESS: It would be led to review. 

DR. UPEEN: . Oh, its, called@tor by. thewcourt: 

THE WITNESS: It's reviewed by the court. If 
industry says thal standard should have been one part per 
million, it should have been five instead of one, and we came 
in with substantial ‘testimony to”Sshow that it should be, and’ the 
agency 1gnored it, them the’ court has the responsibility to 
either sustain us Or to Say industry 1s correct, 1t Gucht to be 
five. 

MR. LASKIN: Q. Who actually does the analysis of 
the record? I mean; 2iure s asbestos io, youmiave. a Tretia 


asbestos group of personnel within OSHA who take charge of 
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= Ou Walker, in-ch 
Oe (CONC Gee "writing Up the record > 
THE WITNESS: A. Yes. We have an inhouse group, 
and we call on people in the federal status - National Cancer 


Institute, NIOSH, National Institute of Environmental Health 
Sciences - or we may even call in experts from outside the agency 
to participate in analyzing the record. 

Q. Would there be labour or management groups 


in this little committee that's analyzing the record? 


A. lt they Pane experts in those fretacs yes. 
QO. “Scientific experts? 
A. “SCLENtriic experts, yes. 


DR. DUPRE. * .Dt. Walker, One otter question. TO 
what extent is the challenge of standards in the courts occasioned 
by the wording of the OSHA statute as distinct from general, shall 
we say, judge-made principles of administrative law as distinct 
from constitutional considerations? 

THE WITNESS: By the wording of the law? 

DR. DUPRE: Mmm-hmm. ifthe OSHATACt was Cratted... 
is there a provision in the OSHA Act that permits appeal to the 
Court? 

Tue iNDoos Yeo. = "Yes therer is. 

DR. DUPRE = ine the absence Of Such a Crovicron. is 
it likely that there would be somewhat less involvement with the 
Courts; O©r"is Pt Just as likely*that ‘for... for other cnanherer 
either appeal to the constitution or to general court... 

TRE WITNESS 2h 2 Chink that meny of the coure 
reviews have been...and this is my own view and doesn't represent 
my government's view...I think many of the reviews took place 
because of a strategy of ‘let's delay, let's go into court, let's 
draw this procedure out, we don't believe there is enouch 
evidence to warrant regulating this substance’. And I think that, 


en the™other hand, rior "labour to go im and say, well, the standard 
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= ete Walker, in-ch 

THE WITNESS: (cont'd.) is not stringent enough - 
Bis sgrOup is sayino uit setoomstmangent, we say it's not stringent 
enough. 

TP thinkytimesatter- time, Af wone: looks: ati the 
extensive court record as I have, that surfaces more than not. 

MOR S IEPNSICIEIN|S @)e How, OfEen wdoes..-. 

THE WLENE Soc Ae Because... .1 "mM sorry. 

Q. I was going to say, how often has a review 
fo, ©cen Successful? “IT mean, apart from the benzene case which I 
take it the Supreme Court decision... 

Als le Pha nk O SHAN tase iyca srs 

On 'slds, dra) YOU MEsinterpre: VYOur statute... 

A. “OHSAMiaS Nad a faariy ‘Good record mn tiie 
Pisckhtct Of Columbiavcoureon, tts standards. 9) think the» lead 


uD standard, while there were some problems, by and large I think 


was proper. 

ae SUteitssread mean, Strictly speaking pinot co 
pe Overly lecalistic about mt... 1S a review Lrathnerm than an 
fs appeal? I mean, leaving aside how laywers try to twist the 
fact that no evidence or not enough evidence is a reviewable 
Mattern, Lt Vs noe, pstricely speaking, an appeal on hen amentc... « 

Mm SOLten,) thinks ets’ a review of this wiole 
process leading up to’ this iinal ‘standard —"didi we do -everytning 
we should have done in this process. 
25 On AncdrdraMyomemtrerpret. .. 

A. And “does this record support what we finally 
promulgated. 

Q. And did you interpret your statute properly? 

A. And did we interpret the statute correctly. 
Cotton dust, for example -"acydrwe Interpret feasibility correctly 
0 when we said that the Congress had already struck that balance 


between cost and benefit. 


ll euat the DISTrECe, Of COlUmbia COULE Said the agency aid what 
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| - 80 - Walker, in-ch 
MR. LASKIN: I think I should let some of my 

friends ask Dr. Walker some questions. 

| You've been patient with me, Dr. Walker. 


DR. DUPRES Missi Jolley, edo: youwish® to govnext, 


Gig ye eek 


Cross-EXAMINATION BY MISS JOLLEY 


Ot USE have. a number of questions, Dra.Or a 
few questions, I should say. 

i: The first one that concerned me was the evidence 
you gave this morning about the industry witholding critical 
evidence on the benzene. And...I mean, it concerns in labour 

| in the sense that this is not a one-time occurrence; it has 

occurred before. 

15 Is there anything, that,OSHA can. do? Tt understand 

| that the Secretary does have the power to...and you say you want 

| tO avoid adversarial, roles. sbut given that thispevidence has 
come out now, is there anything that can be done, other than to 
go through the whole process again, over benzene? 

As. NO, athere 1S not. very much. one. can do. in, terms 

20 of a study or an evaluation underway in an industry. Industry 

can always say the data were not complete, we wanted to do the 

study over again, there are some defects in the study, etc., etc. 
so .fhere!s very little we can do, fo get those data from industry, 

Or tO prevent anverianipulation of the data 

Now, I don't suggest for a minute that manipulation 
aa Of data is widespread inthe industry... 1. thinks Vou hnow awe ve 
got scientist friends in the industry who are honest or sincere, 
but there is some manipulation of data and what we call in the 
field sometimes ‘defensive epidemiology’. 

Q.,.,is the agency presently involved in 
30 promulgating a new benzene standard with this new evidence? 


IM I think that a new standard is under review. 
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- 81 - Walker, cr-ex 

A. (cont'd.) There are several standards under 
review. They are looking at the data on, I believe, formaldehyde, 
ethylene oxide, benzene and several others. 

9. I was also interested in the whole issue 
of freezing science, because this is something we are concerned 
about as well is the promulgation of standards that stay with 
usMrox the presibkofivour Wives miessenti all yonw Tssithat,. I wnderstand 
that you were raising it in terms: of. the’ cancer policy, but is 
that true in your other standards as well, now, that groups can 
appeal to the Secretary of Labour to, reconsider, say,. for 
example the lead standard or whatever? Well, that's a fairly 
new standard, but say one of the older standards. Can groups 


appeal to the Secretary of Labour now? 


BV Yes, yes. 


Q. And will that be done, then, a reconsideration 
Che Salone 

A. Tht (depends von “the kind “of Gntformation that<is 
submitted...how) muchmingioumation is? submitted --us there 


Ooverwhelmine evidence, for example, that the standard we set 
in lead is too low and that we are now seeing evidence of that 
in the workplace. The same is true with other standards. 

That vs! why rhesaid ear bier ».seldomwiis a standard 
complete because there is ongoing collection of data, and as new 
data becomes available I think the agency has a responsibility 
to review those data and to make adjustments in the standard. 

. wTherothemtthivigugthat youmsaid whach)iefound 
interesting, when we were talking about personal protective 
equipment versus engineering controls as a means of controlling, 
you said that in fact engineering controls were probably more 
cost-effective in the long run. I wonder if you could expand 
on thatnrstatement? 


Asay Yes. (hLathinig af one glooks .atasimply athe 
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- 82 - Walker, cr-ex 
A. (cont'd.) installation costs of engineering 
controls...and here let's take an example, let's take ventilation 
for example...that one-time cost for installing ‘that venta lation 


System, in my view, is far less expensive and far more protective 
than having to buy again and again protective clothing that may 
wear out, respirators that probably do not fit properly and ‘give 
eerleveliof. protection! Gin thank Lites ;-"n ‘the long? run far more 
effective to engineer the exposure out of the workplace than to 
rely on protective clothing and other protective equipment. 

Q. The other thing that we in the labour movement 
have some... 

A. You then, you know, each time you get a new 
person on the job you've got to train him to wear the 
respirator and train him to wear protective eltothang; ~ecc. 

OEBe Right: 

A. But engineering controls, you don't really 
need that. 

Q. The other area of standard setting that- tne 
trade union movement had some difficulty with is the whole setting 
of time-weighted averages, and there are a number of hUurtsdLeLion’s 
that are moving away from time-weighted avetaces*or~do notin 
fact use time-weighted averages, use maximum allowable levels. 

Is there a controversy within the agency about 
this? I mean, is there a discussion going on about the possibility 
of moving away from time-weighted averages? 

A. NO, not extensively. I read a presentation by 
a person from Canada, Mr. Appleby I believe his name 1s; "who 
raised that issue, and to my knowledge that was the first time 
that I had heard the TWA issue raised. 

And it's the logical approach to looking at 
conditions in the workplace, because during the eight-hour 


work period you may get this kind of situation, and while you may 
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= oa Walker, cr-ex 

A. (cont'd. }i.sat.some point during the eight hour 
work day exceed that PEL, the total work day is what you are 
concerned about...the eight hour work day, does that exposure 
exceed five parts per million over the eight hour period. 

Ok But we had evidence submitted to this Royal 
Commission that perhaps intermittent high exposures were more 
dangerous than a long-term low exposure, because of overwhelming 
the defence mechanisms; ,eand things, like that. 

I mean, do you have scientific evidence to indicate 
that a time-weighted average is a valid concept? 

ie IN@)c 

Q. Because we have time-weighted averages over 
fOLrty hours, which also concerns .us. 

AS NO. There Ws not a substantiel volume of 
scientific evidence. 


Qn AMGimehnenea.: 


A The peak consideration is an important one. 
GO. ' “The®lase areasthat +f “do twant*to=-raise “with 
you is the whole...it was raised in one of your papers and you 


called it sensitivity, and we call it here hypersusceptibility, 
and I just want to ask you that OSHA's mandate was obviously not 
Out te protect "the*hypersusceptible; *but*it's*inherent, youesaid, 
in the legislation? 

Je Vesa & awas¢ Yes, 1€-was. Because the 
legislation says "that thaeSworkplace@shall be@stich*tas ttovprevent 
Or» protect? =i *forget the Exact Slanguage ofvever?g yeti im 
paraphrasing...every person, which included the hypersusceptible, 
etc. It's fairly’ clear*’in the legis ation?’ 

Qe “IvVaSstandard suchas for lead, «you thavera 
medrcal removal bevel of fitty micrograms. per ditre of blood, for 
all workers. Does that mandate mean that you could not 
differentiate between male and, say, female workers of childbearing 


years? 


i 87 (6/76) 7540-1171 


Al F 
WY (3098 tdnte ade eit Tub salon ania, 
e i ‘ om nf q 


ats6 How deacty ‘et VBR» sow: re 5702) henete a8 
gis. py 
Lo a eet Sele srtoke’ ost, news gory gions 
nae Byor aids nt foto iedive aogebiys bai sil ata 


oars ato eww PATUELIRG AUEM, dnaaaeaat 


tm 


To A | ei arceriem Yedd" teh Sd), ‘Wow anen 


28042 st LD epatas Ens ge 


sHOi5 Yola » DiLitnpioe even gov Ob .naem, 
} 7 : y : i ‘% nm : nn Nt jar 
Ssqeonne briev.6@, a2 
: } 
y | ’ ‘+ ri 
* . 
HeETavVa. ¢ rat “weal? eB 44 oeus 
ne Pak WIMDWEOD OF 
ae 
, 3 : } > L 70% 4 a tant 
cots 
Tea S BL NOLTE (em rReHDD 5 HCD). od’ 
‘A 
re fy ee ae ieee a 
* Es, epiet of w ob I gant sees cael wee a 0. 4 a 


wow Bre exedqs woe bo sae, me beelan e6y Ab, x oloae 


oid eele7ed. . thw 34. . Ret) Ree $i, aoy 
jqevera. od! Bb tds [inde sriidkaay fed setts ayaa 
w'L...¥xeve, to /euayeaed Jogxe-add degnet 

, od igEpavexedvd sd2 Bb mata donee O87 SY a 

ebapped pA i xssle late 


: Le b, 4 erat \ 
e event uy beel 108 nol cna B ft angthe 


mer ; 
iy a 


ane 


to 92211 29g. ameapoTg in yeti: Io Se 
08 bless yoy Jy. gene oem: dati: jon 


anim 9) a sae 


Ho 
i 
al 
HN 
5 
_| 
i 
| 
J 
i 
15 
a | 
| 
f 20 
i 
| 
25 
i 
j 
A 30 
| 
‘I 


AG 87 (6/76) 


- 84 - Walker, cr-ex 

A, (Thatteucornect® 

Os Right: 

A. That's correct, yes. 

®. Qu, lead standard differentiates. 

That's my final question. Thank you. 

AS. Yespathat “srthén; asayou wellseknow, vwalvery 
Sensitive issue ine the States; 

MISS; JOULEY:PlYese. Very sensitive here as well. 

Thank *=youlvery tmuch, ’DrybWalker. 

DR. DUPRE: Thank you, Miss Jolley. 

Mr. Lederer? 


MR. LEDERER: Thanksyou, Mr. Chairman. 


CROSS-EXAMINATION BY MR. LEDERER 


QO. Dr. Walker, I have very few questions for 
you, and I think I am right in generally characterizing them 
as being in a general, almost philosophical, vein in relation 
Po rhe notion of regulacionmsettang...at least at the ourcer. 
and then at the end I have just a few more svecific items that 
I would like to raise with you. 

As. J.understand the cancer policy, or the system 
that it puts in place, what youyreally haver,is a policy that 
begins with the defining of a hazard and then moves through so 
that at the end, at some stage, you have a regulation in place. 

Whatel would? like todo, if 7 "cany visi tons cep 
back to what I think may be a stage which comes even before 
that original defining or the hazards andele 1ocan wiser reter ou 
quickly to two of your papers that have been provided to us, 
because in them I find a comment on which I think I can base this 
line of questioning. 

If you look first of all at document number ten, 
and specifically at page three hundred and sixty-eight, which is 


the first page that we have been given, and I would like to look 
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ese te Walker, cr-ex 
On. . (Conivian) at thestletthand column,’ the last 


full paragraph in that column, beginning with the words, 


"While there is general agreement"... 


5 
| A. Yes. 
QO. Do you have that? 
| MR. LEDERER: Mr. Chairman, perhaps it would be 
| best if I simply read that into the record... 
: DR. sDUPRE= Please. 

10 MR. LEDERER: Then everybody would know exactly 
| where I am. 
| DR. DUPRE: This is pace three sixty-eight? 
| MIS LIOR NANG Gaui p 

"While there is general agreement that cancer is 
a relevant occupational health issue, anaduthat 

15) efforts must be made to more effectively regulate 
| workplace carcinogens, the percentage of all 
| cancers attributable to occupations is. vigorously 
| debated. 
| For example, estimates developed by..." and I'm 

a0 sorry if I'm mispronouncing "the name... 
| Tho ewe Noo. Bridboord. 
| MR. LEDERER: Bridbord, thank you. 
| "...et al, conclude that occupationally-related 
| cancer may account for twenty percent or more of 
| total cancer mortalitv in forthcoming decades. 

25 Cole estimated that a fraction of cancer that is 
| occupationally-induced is less than fifteen percent 
| and less than five percent for women. 

Wynder and Gori present estimates of four percent 
for men and two percent for women. 
If,all these estimates are arranged in 
~ Chronological order, an upward trend can be detected." 
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a Gone Walker, cr-ex 
MR. LEDERER "QS “Nowy PPPr-can “refer Vou #eo 
paper number eleven, there is a similar kind of paragraph on 


page one hundred and seventy-six...that's also the first page of 


that document...and again, Mr. Chairman if I may "read .rtyince 
the record. It iS repetitious); but T think “it micht be helpful? 
nonetheless. 
| I'm just starting at the second last line of the 
| middle of the three columns, Dr. Walker, with the words, "linked 
1 to thas issue”, 
fas WEPYNBoss oA. Yes. 
Q. "Linked to this issue is the vigorous debate 
over the proportion of cancer of environmental 
Origin, or more specifically for our purpose the 
proportion related to occupation. For example, 


1S 
government estimate places the fraction of cancer 


| that *us"related to occupational "factors “at twenty 
to thirty-eight percent for the present decade 
and the near future. This estimate is based on 
data for workers exposed to certain carcinogens - 
20. asbestos, arsenic, benzene, chromates, nickel 
Oxides and petroleum derivatives. 
Previous estimates had been as low as one to five 
percent. Cole has suggested that less than fifteen 
percent*"of ‘Cancer “in men is ‘due’ "to “occupational 
exposure". 
=e Now, first of all, I gather that that estimate of 
twenty to thirty-eight percent is not an estimate which has been 
published in any journal or any other documentation that woulda 
Lequire’ peer review; Vat thts pointe “is "that wight s 

AS No eehasmot. THe’s a NIOSH P National 
30 Cancer Institute document. It has not beenpublished in a 
| professional journal. 
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- 87 - Walker, cr-ex 
| Oe. Can Welagree then, Gusta. .somry, Jin qoing 
| to have to pick a position where I can see you. 
| 5 Sorry. Can we agree, just for the sake of the 
discussion that we are haying this afternoon, that as a practical 
matter the issue of the percentages of cancers that one finds in 
society, or in American society if that's your area of experience, 
that there would be some debate about the percentages that would 
be caused by occupational exposures? 

10 Aw Rhatis=correct. 

Q. And can we agree that when governments, as 
the regulatory agencies, come to determine the resources that they 
want to put in to regulating these kinds of substances, that it 
is going to make sense for them to attempt to place the dangers of 
occupational exposures in a general context of other exposures 
be Thal may occur in, society? 

For example, we may want to know what percentages 
of cancer deaths are caused by occupational exposures as opposed 
Lo exposures due. to smoking, for example. 

Am I making sense at this point? 

20 Aw UNO; syou- lost me. 

One Bil eright..  Wieto lm after is this: When a 
government comes tovallocate (resources, 16's) going to,sl presume. o- 

A. ~Are vou focussingyeon fhe priority question 
in terms of occupational versus nonoccupational exposure? 

QO. Nol. Tim trying to take you back even before 
25 you start trying, to, identity hazarde, sand what - want, to know is, 
when you come to allocate resources, can we agree that you are 
going to want to know the...let me try and rephrase that...what 
you are going to want to do is put the risks through occupational 
exposures into the context of the risk created by other exposures 
inesociety. 


30 
In other words, 1 itso aumininal ri'sk-vou ere not 
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meunesks gear Walker, cr-ex 


Q. (Conm@aayin going tO want to use that much 
POvVermment resource to 1eckmarter- it. On the Other hand, at it's 
a very large risk you are going to want to... 
: Aa Y@s. etna s COnrect. 
Os “Okay 2 ™ SOrry to make ‘that so ‘convoluted, Mir. 
Chairman. Am I being understood by anybody other than myself? 
DR. DUPRE WoO,, Ly think . understand the exact 
question you asked. Did you have an immediate followup to it? 
10 MK GEDERe ne. tf mrdoOLng tO tind Out iit atm nutes 
DR. DUPREs)> Okay. Because af you don"t, I do, so 
edicts) Sis. s 
MR. LEDERER: Well, let me try mine, “and if it 
doesn't match with yours I will be happy to defer to you. 
MR en ub DE Re ner) Oe ay OLNe, 1 Cank ly, Diam Wwalicer. 
15 is this: When this Commission comes to make its recommendations 
EO the Province Of Ontario, ‘and when the "crovaince: comes to 
consider what it should do with those recommendations, would you 
agree that there is going to be an essential piece of information 
that the government should have, and that is, it should have some 
notion of the context in which occupational hazards occur in this 
ou province? 
THE WIlINE Sot Af Yes. 
. “ANd “that that*s going to have an effect on the 
resources that we allocate to deal with this problem? 
AL} be SNOULC bea mactor. 
25 On US eldest © OMe Olle ans 
DR. DUPRE: “Lt Ss a Great followup. “lonave ra 
followup to it, if you were switching to another area. 
MR. LbDERRER: I “deter to you, 2n ammimite. 
DR. DUPRE: Oh. Well the followup that I have is 
really this, Dr. Walker. “As 1 would perceive 1t, the issue, for 
30 example in the federal American setting, of how much by way of 
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- 89 - Walker, cr-ex 

DR. DUPRE: (cont'd.) resources to devote to 
environmental health protection as distinct from occupational 
health, in a setting where OSHA is the labour and EPA...is an 
independent agency or in health and human resources? 

THE WITNESS: It's an independent agency. 

DR. DUPRE: Is an independent agency. 

In a setting where EPA is an independent agency 
and OSHA is: in labour, basically the whole consideration of 
from year to year what kind of resources to put in would be part 
and parcel of a normal budgetary process? 

TREO WITNESS: That's right. And I think ae gets 
back to the poimt®i@madesearilier. Really those decisions are 
really made in the politicalharenas sItstakessit outmoftthe hands 
of the scientists. The Congress responds the way it feels that 
it should, looking at the total resource package - defence, 
occupational health, environmental healthstother. issues that 
the federal establishment must face. 

DR. DUPRE: And of course I would be correct in 
saying this, that the appropriations committees of Concress 
can reach below the level of the devartment of labour to look at 
OSHA directly? 

THE WITNESS: Yes. 

DR. DUPRE: Just as they can look at EPA directly, 
because that's an independent agency. 

THE WITNESS: Yes. It has oversight responsibility. 

DR. DUPRE: Yes. Does that same feature apvly at 
the executive end of the budget process, when the bureau of 
the budget is involved? 

SUCI AMMO Se Mec. bic leyaxc). 

DR .nDUBRE Backmeosyou,eMrwelederer*t 

MR. ShEDERBR:@ tihankoyoupnsin: 


Dr. Walker, I think I've gotten the answer to my 
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- 90 - Walker, cr-ex 
MR... LEDERER: © (cont tals next iquestion: from that 
series of questions from the chairman. Let me just see wif I can 


Cone uri 1t.. 

MR. LEDERER: 9. I was going to ask you whether 
Or not you could give us, from your exverience, any advice on 
how to approach this preliminary problem, but I gather from what 
you are saying that it really is a problem that appears ina 
political context and it's a decision to be made by politicians 
end that you, in your role as a covernment scientist, would in 
effect take the money you get and do the best you can with it - 
to state it simply? 

THE WITNESS:" A.” Thats correct. . 

Q. Now, in the same area, I want to move along to 
move along to one more stage if I can, as I understand it...and I 
think this comes out of everything you said and again as a direct 
response to something the Chairman has just said...in the United 
States this is fundamentally a federal program - it's run by the 
federal government and 1t%s funded by federal tax dollars, and by 
the total population of the United States which supports that 
tex collar. [Ss tenat etary, 

INos © NESS 

OF Okay. “leit SOrry, 1¢m Going to navertovasck 
you for an answer because if I don't get one it won't come up 
on the transcriber's tape and then nobody will know whether we 
had a discussion or whether I was talking to myself. 

Just leaving that for the moment, the program that 
has been put in place by the cancer policy as such, as I understand 
it, was designed to be a comprehensive policy in that over time 
you would address this entire problem, really, and look over time 
at differing carcinogenic elements which would find their way onto 
one of your two lists, and off or on, and eventually everything 


would be determined. 
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dollars over time. 


nonetheless. 


Meeond collars, that's really 


| A. .1 would 
10 of whether or not it would 

We would hope, I think one 
that once we published that 


OSOfeDrTOrities', 


It sshardiv a scientific term, 


Sense aa Walker, cr-ex 
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I presume, 


It means a big commitment in government resource 


my point. A commitment supported by 


two hundred and twenty million people, or however many people 


We enere are presently residing in the United States. 


Say it requiresresources, and the question 
require a lot of resources is debatable. 
of the things that we were hoping, was 


Gelnichiiciekcss liigie Evel Telnein Oi Teo jas liste 


that industry would move to find a substitute for 


20 
| there are, 
this province, 
people living in the United States, 
| recommend it, 
25 


some of the cancer-causing agents, and therefore spare the 
regulatory agency of the need to regulate those substances. 

Q. Let me try to put my question to you more 
directly, and if it hasn't been explained to you yet, let me say 
that I am here representing the provincial government and that's 
why I'm going to keep coming back to the problem that confronts 
them, and tnrough them the Commission, I suppose. 

Would you agree with me that given the fact that 
I'm told, approximately nine million people living in 
and there are two hundred and twenty million 
that it would be ‘ditizeult for 
this Commission to recommend...and if the Commission were to 
fOr the province to enact....the kind of procram tiat 
was enacted by the federal government of the United States for 
that entire country, simply based uron the fact that the tax 
dollars would not necessarily support that kind of comprehensive 
program? 

A. NO, i do not. I think this is 4:- very sound 
policy, comprehensive, and an effective way to deal with cancer- 


Causing agents. 
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se 192 Walker, cr-ex 

DR. MUSTARD: Can I interject for a moment? 

In answering that question, I would appreciate it if you would 
- break cout wour reply into three components. There is the cost 
of generating the scientific evidence, which is large, but does 
not have to be based in any. specific location ‘as long asians is 
available for everyone to use. 

Secondly, there then is the process that you go 
through, which is definable, partly what you've gone through there, 
10 and then the third is the cost of the enforcement of whatever 
regulation, is. put) gonth, 

is WON Cet Eyouscoul di.ndo you have any feel for 
the rough impression of that cost distribution in your elas shia ent 


I am particularly anxious to look at the latter two components, 


that is, the process that you use - regardless of where the data 
15 base comes from - and secondly, the enforcement aspect. 

I think that's a more relevant CUES ELONMtOmeie 
question you are posing. 

MR. LEDERER: Yes, definitely. 

THE WITNESS: I think if one looked at your last 

20 two comments - implementation and the cost of enforcement - I 
would suggest that it would depend to a large extent upon what 
enforcement strategies you may use. 

A voluntary compliance approach may be an effective 
strategy...simply publicizing what information you know and 
attempting to get voluntary compliance may be an effective approach. 

25 I understand there is joint labour/management 
committees here. This may be an avenue by which you can reduce 
some of the compliancencostsealIwthankuweearc really talking about 
compliance costs and not enforcement costs, because merely because 
we put a stop sign on every corner doesn't mean we have to stand 

- a policeman there, an enforcement officer. 


MR. LEDERER: «0. Li@lmight interject pr. Walker, 


f. 
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= Ot = Walker, cr-ex 

Q. (cont'd.) and if Dr. Mustard doesn't mind, 
do I understand you to be saying then, that given the peculiar 
Situation that one would find in this partvrcuvar jurirsd 1 ctror, 
that there certainly would have to be...there could be cost saving 
and presumably, given the structures that are in place here, more 
efficient means of implementing this kind of policy here, and with 
that in mind at the very least you could foresee that there would 
be"modifications ‘to ee 

THEW NEDSS is Ves **Yout may lLookwat several 
alternative compliance strategies that may achieve the same goal 
at a much lower cost than you would incur in the United States. 

You know, you may not have the strong adversarial 
relationship that still permeates labour/management in the States. 

O. Wim trying to figure: out’ how to read iiss 
Jolley's groan when I asked that question. 

I'm not sure, Dr. Mustard, whether Dr. Walker has 
fully replied to your question or whether..-. 

DR. MUSTARD: He has given me enough of an answer. 

DR DUPRE ws On Senet i rst ee ther. Lrst= Costs 
of course, is, Dr. Mustard, is the cost of scientific evidence 
which;>® of) ‘course,+ a's) bound? to.8 an Manyway ss) Chest eye oe 
probably is more econimically done in, of course, the jurisdiction 
that is as large as the American federal government. 

THE WITNESS: I think that would depend upon how 
much scientific evidence you are looking for. The Occupational 
Heatthwand Safety Act says that the Secretary of Labour shall 


develop a standard based on the best available evidence. 


If the best available evidence happens to be two 
animal studies, then the Secretary of Labour can promulgate the 
standard on the basis of two animal studies - recognizing again, 
as I said earlier, we will seldom have all the information 


necessary on which to set a standard. 


eine 
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aria as Walker, cr-ex 

DIR, IDWHIAR  IWE Inlehy, Die, Wellkeites a. 

THE WITNESS: I think when we look at carcinogens 
ENere.is a vast amount of research. that has already been done, 
and still an extensive amount of research already underway with 
new information coming out almost quarterly on carcinogens. 

DR... DUPRE: -. One, Ehing D’m very much bearing in 
mio, Dr. Walker, of, course, 1s your experience at stare and 
local levels of government. From the state and local perspectives, 
have you found,as a public health official that scientific 
information is quite readily available from federal sources? 

TUE WITNESS so Yes ves. (ntact, lis interesting, 
yesterday I just received from the National Toxicological Program 
tics LESts Of carcinogens for 198) and so that information eS 
readily available to state and local levels in the United States. 

DR. DUPRE: Now, is it readily available because 
ef any particular statutory missions that the federal agencies 
involved have been given? Have they been exclusively directed 
to make as much information as possible available? 

THE WITNESS: In the general context of keeping 
the public informed, educating the public, education...especially 
in the area Of occupational health, educating the workers. | These 
general provisions are in the statutes. 

DR. DUPRE: And. the statutesyou are referring to, 2.2? 

THE WITNESS: Are the various, the Clean Air Act, 
the Occupational Safety land Health Act, Toxic Substance Contror 
ACT yee LC. 

DR. DUPRES Thank you. 

Excuse me, Mr. Lederer. 

MR. LEDERER: | Thank you, Mr. Chairman. 

MR. LEDERER: .O. Quite apart from the allocation 
of resources that the province may have to make in this situation, 


as I understand it what theoretically happensis that if the cancer 
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= 95 i= Walker, cr-ex 
QO. (contd, )fopobicyithat,.you have, produced. for 
us today and have discussed with us today, were in place in the 
5, United States and active, I gather it has been stayed at. the 
| moment, and if #takime your, answer, to my...) your, ind tial. answer. to 


mysdlast. series; of questions). .itimight be that. this. province, would 


put in its own policy of a similar type, and presumably other 
jurisdictions would do the same, and I'm just wondering whether 


at) doesn't strike you jthat there might..be in,that kind, of) situation 


mal 


10° 
| an awful lot of duplication that might not be entirely necessary? 


DAB WITNESS taney YeSi.ienl think. t; would. cexntainly 


be more productive to have such policies cover a wider 


geographical area. 


Q. The, reason.,d asked that. is, there: was» ar time 


15. in my career when I knew a little bit more than I can remember 
now about what was being done in the area of exposures to low 
level radiation, but what = do. remember is. that an that. area 


thete-wasy.an awiuljwot of yinternational work going on, and in 


fact as I recall it under the United Nations there was an agency 


1 


that was looking to publishing guidelines of a type for standards 


| @n thatnereds.and ss ‘im just. wondering jf. youy,.cantelil. as whether 


orn not, there,usiany kind. of,,international ,erganizat iom.be wt 


the United Nations or anything else, that may be investigating 
| carcinogens in the more general context than merely exposures 


to radiation, and if not, whether you can foresee that that kind 


| of program might be useful, and just exactly how it may be 
Pest Lructured? 

A. We have IARC, the International Agency for 
Research in Cancer, that is identifying, evaluating animal 
data and epidemiological data, and making some determination 
with respect to carcinogenicity of these substances. 


But not from a regulatory standpoint. 


w 
(=) 
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2 9 On Walker, cr-ex 

Q. Can you foresee that such an international 
approach might be useful, might bear some fruit and might avoid 
the kind of duplication that may occur if we had a series of... 

A. No, I think what we will see is an agreement 
upon the criteria for what is and what is not a carcinogen, that 
if we in the United States accept two well-designed animal 
studies as evidence of carcinogenicity, that the European countries 
and others would also accept it. DL see: a move in. that direction. 

Q. Now, with respect to the particular approach 
that is represented in the cancer policy, I take it that since 
no priority list has ever been published, that as a practical 
matter the policy hasn't been fully tested in the sense that 
you can't say to us that it has practically been employed from 
the beginning to the end, to this stage? 

Ad INOW Vee nesenOtw.  f hase notepeen. 

O. A takes Getrom something you Sald carlier that 
you are confident that atrwould work? 

A.> IT am confident that if this policy were-to be 
put in place that it would work. It would do what it was designed 
to do, and that was to speed up the regulatory process to 
address, or at least to prevent, at least minimize, rearguing 
and relitigation of the same issues time and time again. 

QO. (Am IT right in ‘saying that the policy was, 
generally speaking, constructed with the American system of 
government in mind? 

A. We were trying to address an issue that we 
faced in the United States. “There is no question about that. 

O, My only point is, that just as there might be 
modifications to it in relation to resources that are available; 
might there also be modifications in it to meet the system of 
government that one finds in this province? 


A. That would be aslogucal-conclusion,. yes. 
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I re Walker, cr-ex 

Q« ‘And“qiven the factethat ie has nevertbeen. i: 
I assume that you will agree with me that many times when the 
government, any government, initiates a new policy, tnat policy, 
after it has been in place for a period of time, requires some 
kind of fine tuning...it doesn't work quite the way it was 
anticipated? 

A. Mid-course review. 

Q. Yes. And I presume that you would be prepared 
to concede that*this*poliley y while Was *youNsand, Vieiwould works, 
it would probably be subject to that kind of review and changes 
might well be made to it once...so that there is another area 
which may lead to some form of modification in the policy at 
some time in the future? | 

A. Yes, that's possible. 

QF SrMwoulld Dike toeréfersyouPtezthestpoizceyiirte 
could, just to one of the paragraphs...paragraph one nine nine zero 
point one one two, which you"ll°find°on*page five thousand; two 
hundred and eighty-four. 

There's so many pages to this I'm tempted to ask 
whether-it%s?a gqoodbockVGrenot*, -butayt 

A. ‘The first) part -of It 1s basically <a) textbook 
on carcinogenesis. 

I'm sorry, the page number again? 

Q. I'm sorry. Five thousand, two hundred and 
eioghty-four. 

As OQKay: 

Q. It's the paragraph entitled Classification 
of Potential Carcinogens. 

Now, just before we look at the paragraph, one of 
the "things thatel® tookrfromeyour taik thiskmornangkwastthat «there 
are really two elements that may play a role in a process like 


this.’ One is the technical, scientific input, and the other is 
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- 98 - Walker, cr-ex 

®.. (Contede)\ the social or political. input. 21s 
Phaty,» first. of @ll,j<a mairydichotomy? 

Aw” sures 

O, pAllernionit.. The second, thing. that... understood 
you to-say,, and, it, may not be.fair, which, is, why I. raised.it now, 
wos that. aSea.practical matter you identify the hazard, you priorize 
the hazard and then when you move into the substance-specific 
regulation process, you move into the sociopolitical area. 

Now, am I right in understanding your view to be 
that, those two,inputs occur at.discreet. times.in the process? 

In other words, you have...what that would mean is, you have pure 
science up until you have priorized the hazards, and then pure 
social and politics from. that.point forwand? 

Az) (NO ys baedOn. C LURInK Les that Clean “CUt.. marl 
think you get a mixture of both the social, political along the 
process... certainlywyate thet ront end. ofs this, one ilooks. vey, 
caneful ly. at. thes scientific data...) Certainly in, determining 
risk, for example, one has to look at the animal data, carry on 
extrapolations, come up with some number indicating the 
probability of the development of cancer at a given level of 
the substance. 

I think the political element comes, the 
sociopolitical element, comes in in determing whether or not 
society determines or feels, rather, that this is an acceptable 
risk oF not acceptable .misk. 

Q. Well, I thought you would tell me that it 
was mixed, and the reason that I'm raising the question, it 
relates, .to.the paragraph, that papreferred, you .to, is. that, by 
my count there are three, I think, it may be four, references 
within that paragraph y= which, ys. sort.of the initial stage, as 
I understand it, of the identification process - three references 


to the Secretary determines. 
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= SS ie Walker, cr-ex 

Q. (cont'd.) Now, the secretary is a political 
appointee, and though he may have and obviously does have, from 
what you have told us, technical input to his decisions, I presume 
that any decision he makes has a certain political component to at. 
The decisions he makes are meant to support the administration in 
place, are they not? 

Aw lt may... Lt may in some .cases. 

OQ.» Okay Nhat thi setakes me to te twhat er. and 
this is a personal comment and as such probably doesn't have much 
place here...but what I perceive as being a real complication in 
all of this, and that is the interaction between politics and 
science. 

Now, first of all, do you perceive that as ca 
problem? 

Ae Ie think it could» be. Vit ‘could be vasprosniem, ves. 

Q. Would you be prepared to say that in those 
references to the Secretary determines, that L've referred you to 
within that paragraph, that there may be a political component 
to whatever it is he determines in any specific case? 

A. Policital considerations may enter into that 
determination. 

Q. And that those political considerations may, 
again within a given case that we don't have before us, may 
Override certain scientific considerations? 

A. IME Ue, SASK C 

0. wNow, ‘one of the things that, as i say .nterests 
me is this interaction between science and politics and I would 
just like to discuss with you how that may or may not take place, 
and let me give you three examples that...1 was going to-say. that 
I have, come up with, but I can tell you that that would be taking 
too much credit...three that we've discussed, and let me put them 


to you and then, I think you've mentioned a couple, let me ask 
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geo HOUR Fake? Walker, cr-ex 
On ACOnE Ge) VOU woetier or noc this lSostne eind 
of thing you mean...there can be Royal Commissions like this one 


in which the government designates, as they have here, three 
commissioners with certain legislative power to inguire into and 
assist them by giving them advice. They may also operate under 
a more ad hoc committee form in which the responsible government 
authority may simply go out and look for three or four people 
qualified in the field and say would you mind coming in and 
meeting with us once a month and we'll have a conversation, and 
the other one is in between the two, I suppose, a kind of 
formalized adversary...sorry, advisory committee...it's my 
lawyer's experience coming through again...formalizéd advisory 
committees who may have some recognition within the legislative 
process, but won't have all the formalized powers that this 
Commission does, and that I take it, is’ the’ kind of committee 
that was in place under the cancer policy. 

Now, what I'm curious to know is whether or not 
you find that a satisfactory interaction between politics and 
science, or whether there is some other process or some other 
tool that I've missed or that we've missed that might assist in 
that part of the process? 

A. No, I think the advisory committee approach 
can be an effective approach. I don't know the political 
dimension that you raise. I'm not sure I get the drift of how 
this advisory committee may be a part of that political process, 
because we are talking about an advisory committee of quote, 
unquote, experts in a given field who would advise the Secretary 
On scientific data, 

I think the political dimention comes in when we 
translate that scientific data into an exposure level or number 
which then requires a compliance strategy on the part of industry, 


which then requires an expenditure of dollars which may impact on 
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- 101 - Walker, cr-ex 
A. (cont'd.) industry or impact on the economy 


of the country as a whole, or on a geographical area. That is 


where the political dimension of this comes in. 

MR; LEDERERs Mr. .Chalrman, could 1 Just have a 
moment? 

DR. DUPRE wives:. 

MR. LEDERER: Thank you. 

MR. LEDERER: Q. I think I understand what you 
10 are Saying and I’ think it"s something I can agree with. I'm 
Meevust. Crying CO rephrase. ie to see ar I've got 1 riche. 

WhaAES VOU are Calking abour 1S a4 Sort) of natural 
continuum which starts with science, moves to a certain point... 
there may be an overlap, but moves to a certain point, begins 
|; to look at other considerations and comes out at the end with an 
ia answer which is a regulation. And in coming to that final answer, 
Science Will be a, factor, a very important factor, but noe 
necessarily the only factor. 
| Is that a fair assessment of what you have just 
said? 
| 8s02, (AEN S S29 TNS NOES c 
O. “Okay. And I-gquess what I"m after, and IT don't 
| want to’ belabour this unnecessarily...Mr. Chairman, 2£ this is 
Wasting. your “Time, i'm... 

DR. DUPRE: Proceed. 

MR. LEDERER: QQ. What interests me is where in 
25 tne process Che OUner actors. ..where and now in sone process 
those Other factors and the Sclentifzie factors geu played orf 
| against each other, and what the tools are that allow for that 
to happen? 

THE WITNESS: A. iI think in one area ’the whole 
cost-benefit question played them off. Where we arrive at 


30 
a cost of complicance and we are faced with the question as to 
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- 102 - Walker, cr-ex 

A. (cont'd.) whether or not the prevention of 

a x=number Of" cases*of°lung*cancér and™=colon cancer, or ‘whatever, 
is worth the cost of developing a new ventilation system ina 
plant, installing a new ventilation system, or other kinds of 
engineering measures in that plant. That is one area in which 
Mes+isrplayed off. 

a LMCLted@eo=you.:.wellh; 1 cited to you).the example 

earlier, at least I cited to the group, the example earlier of 


10 how a risk analysis may show'that’ the probability of. v. the 


probability is about ninety-nine percent that the population 
exposed to very low levels of...on the lower end of the scale, 
I was talking about...low levels of a cancer-causing agent, the 
probability is ninety-nine percent that ten cases per thousand 
workers would develop each year. Now, that becomes a...while I 
15 May see from ‘a public neatth standpornt "that “rs fa ‘signitreant 
number, the political process may say that, my God, we cannot 


spend a billion dollars to save only ten lives or to prevent only 


I *tiink «that constant“shitting “and balancing vs 
20 aipare of (this resuratory process’. 

Q. Can I assume that you are confident that the 
cancer policy would have met that...would have dealt with those 
two elements appropriately, had it continued in place? 

A. I believe it would have, yes. 

Ow. Now, Win rtgorra to move "out of what Prthink 1 
25 said at the beginning were more general-area questions, and 
there are just a couple of...well, I shouldn't say a couple, but 


a few more specific points and then hopefully I won't take too 


much longer. 
What I would like to do is to start again and 
refer you quickly to a couple of paragraphs in some of the 


30 ; ¢ : : 
papers you have given us, and in this case it would be paper 


I ten cases of disease. 
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- 103 - Walker, cr-ex 


OQ. (cont'd.), eleven and paper eicht. With 


paper eleven if we could look at page one seventy-six, that 


would be the page we were at before, and you will recall I read 


you a Paragraph starting ati the bottom of the middle of the page. 


I would like to read you the immediately preceding paragraph, 


all right? 


THE WLTNESS: A. MESS 

O.,, “Although records are maintained on causes of 
death in the nation, and several state and regional 
cancer registries have been functioning for many 
years, there has been no national reporting system 
to define the incidence of cancer in the ‘country as 
awhiole. At the mational Level, the Department 

of Health and Human Services surveillance system, 
with limited geographic coverage, has provided 
data for incidence estimates only since 1969 for 
white populations, and 1974 for blacks." 


Then, in paper number eight, a similar comment on 


page one twenty-seven...and you'll find this also in the middle 


of the three columns, and this is the second last paragraph in 


that column, beginning with the words ‘governmental health’. 


agencies." 
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Do you see that, Dr. Walker? 
Aw iePage sone st Went Va... LM. Sorry. 
OF Twenty-seven. 


A. One twenty-seven? Okay. "Governmental health 


Oy AAS 

"The Governmental Health Agency has the resources 
of an ongoing intelligence system because it 
functions as the community bookkeeper of health, 
and therefore knows how many people are born, how 
many die. It knows what people die of, which 


diseases are important killers, which are increasing 


hme ; Be ystit 4 


At Realy, > poi AY ; to. 1 die bath 


ha the fae Rhee ysnevoe BnG: apEqe te “toe 
teh io ay a . ! ‘ Weed w A * 
‘Ge sy Y kao t Litw t oy bas eroded ae: 


oy Ogie Be edt 20 eibdim sda: to. moazod: srt, uy ea pe 
. 7 rg Fi | 7 4 ote a pay CT eas bs \ 
0 oh eRe 6 Re Ee 2ortg yistsibemm? odd wr . 


. 3o £a2@ue0 ro. Dents lam 6in ebanoes 
t h ' 
Fs fi. ts - ‘ = 4 

tsnofpeat Shs. ot i 2 bre ite 


viam x8) pilnoitenet ceed aved astyaalpet 1s0a8 
ne end eed exer” ean 


iqcow eft Wl Sanne 20! sonebionk wes emizebiad 


3 

a 
= 

} 

if 

- 

- 
” 


— 
1 


. te ; wal Lenditen as tA»... 9fotw ae 
; phe 
; si Liavige Sire ceent Boe iviook woe oe 4 
| aa 
4 4 
Hak 7 ¢ v4 so hrigs Yeo esimtt i a 
ar a 
soz PSRs tha ving geteuiess soneb ions, 267% 626d 54 yah) 
nah 


Ace! cof OTOL Hate eae site lugow e2 idw 


me 
~<| fo rtecmoo welinie 5 ,¢dpbs Pedaga teqsq at, went 
4 oi cule wits batt Li ooy f es. ma ave 


ed 


} y i on ; Cie 
tastpse:sa testi brooee O62 @2 eerie ime yar Los SaITRe 


£3 | V 
. Ales t utiever* ehtow adz dai eatnitipad 
rt6stlieW . 4d «ead? oge wey oa 
Tyxtoe mh... ysnews sao eped a 
bis i ! , nia ey ero Al 
‘Sieed I (yes ou” WSR TnsveRayy nels 40 | 
Gi 4. i 
i ' gostedest sae wet otewt #3 Teen Lnsnemers owe@: met 
i j J: goveoed metage sonar il etn peionme rh 
a! 2 4 


ee a i al 8G tea eecdsocnd ¥ aad + si eh cs) Or ‘ / 
; wot, iP viel fit 9! Sve estas wort wort oreo " 


as ee 


ase ni cbs ath BOK, sath ie at i te 


LOR 


{ - i y i i 


10 


15 


20 


25 


30 


87 (6/76) 


- 104 - Walker, cr-ex 

QO. _ (eont 26.) "and which are decreasing, can 

identify death rates by occupational groups, age, 

sex and economic status so that vulnerable sections 
of the population can be identified." 

Now, is there in the United States presently; or 
in any jurisdiction within the United states, (a) a recording 
System which will record either the mortality or morbidity in 
Belation “tOvcancers?) (is. there something that specific? 

A. Wives, Unere LS sa number of Gurasdictions in 
the United States have cancer registries that will give us the 
incidence of cancer. There is a very comprehensive reporting 
System of deaths in the United States. Every state has a state 
registrar, an office Of Vital statistics, that keeps records of 
deaths and births, and on the death certificates the underlying 
cause of death is stated. And so those systems are in place. 

Q. Now, given the facts that what we are dealing 
with here is cancers found from occupational exposures to 
asbestos, and remembering the initial question I raised with you 
about, you know, placing occupational cancers in a context of 
general societal exposure, to make use of this kind of 
information in relation to the problem that we are dealing with, 
doyou not have to have...and if you do, is there in existence... 
any data or documentation accompanying these records which will 
link the cancers to exposures? In other words, link the cancer 
in a particular death» to the occecupational setting of that person 
when they were alive? 

In fairness toi you, that's a two-part question... 
firstly, don't you need it, and secondly, does it exist, and I 
guess thirdly, 2£ ei doesnt = exist ae there some way in which 
Lt practically could be made to exist? 

A. Yeah, I think retrospective epidemiological 


studies would allow us to do that, and having said that I must 
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= los = Walker, cr-ex 
A... (CONE 7a) also indicate some of the weaknesses 
in trying to conduct retrospective epidemiological studies - to 


Sere a Geath certiticater at youew! lly and EXry tO wOrk back. to 
exposure, length of employment, etc., etc., - is not an Cacsvatasi. 

But some general inferences can be drawn from 
erat Kind of an. analysis. 

I think your earlier question was don't you 
peally needa) definition of a problem. 

OF Yes. 

A. And I would say, yes, one has to have some 
definition of a problem. 

Q. Now, I guess you have indicated that these 
records may be helpful in the sense that you could do this kind of 
epidemiological study from them. I gather from what you said 
earlier and what you are saying now that that kind of study is 
somewhat limited, because you don't have direct exvosures you 
only have more indirect comments, like the length of employment 
ance phat -SOrt. Om aang. 

May, 1 askyyou whether or not in fact any jurisdiction 
mm, the United States presently keeps that kind of record...that. is, 
what I would call a linkage record? 

A. California's system. We are establishing one 
in Michigan. I think New York State has such a system. A number 
of our major industrial states have such data. 

O. Okay. 

A. And NIOSH, at the national level, has been 
and is continuing to collect such data. 

Q. What I presume that means is that the 
employer, for example, would have to keep some records as to who 
they employed and when they employed them? 

Rese 


Q. My question, I suppose, is, since you have said 


7540-1171 


aN pre We ated 
nia ee rte oil yor, As, ba Ay, ‘ ty ' vee ae; A Ser ei 2 
: ih yies Or p pe SP ae Lat bye iy. ane cee | 4 ie aie ic 
hi i , ie x MA ys * 
3 auarends a Bote edd) ao: a oa my, st ad «J aS mnt ‘oolh. i I te BM es a * 


s) ny 
vet ear an rps” Leaions Conta 3 io: arkzpeqnantar Fath deed 
IP Oe koi A2oe OF. via bas sat kw vey Rhos a2 13 BY: 
| ere ves oO Joe ei - a8 . ici inomotae 
eo ees awed ed <. sso ex Sind , tatone ee) mine. 4 
PEELE ah ij ban sinele 
’ gore toh ai wae toeerpy. 22 £Ex see hats | j ‘Nee 
ne : . shite lgotes a4 +0 moka ks . 95 
Be i | iy a ee Ly Ee: 
, of eka yaa ituew tf bea |. 
Neen } | netdoay, a3 
R T: Joy eaeup 1, wor a) 
n 6 voy soto canes odd ni) futelod an sabe 
ioe ’ LsGR mone mox ybute tna an ay ies . 
+) 4 : ter won paryed Lee: uoy, tery bith mks 
é > foewst an d/ neh Oy Ae ave sc . a +t aa 
i Sa. + wdvl  Je3nerntos dyer ibrk * ol in 
i » TELE ny to), 
ii 1? ni. sed 326 sedietw, voy Aaa t yet 7, 


at a nei Yo babs dedd egedd ylrreraay Rotasé. ye 

2b tert 8 4 ; | Sy 

. [haan epartaid - Bhap,® 
, 

gu! fi ni tiateS 6s oF Mateys 2 ‘sinic 1LLOD. ths 

wit A ..Meteve 8. dowd asl otese ator wer takes 

/ etch dove sedate Bete te tebade 


y ip 
mh ste 


i] 
noad, #ed, .leved. Leno ised eis on } “RROD: bind | Pat 
MW et Bo Anus sooi'fog) ¢ 
f ‘ ] nih wl 
| at 3 j mn, Ferns | ome I an P 
a i> Seid # oh \ 


Hises sues yawn ot eved' ‘ebgrene. 


+, 
a 


monet wore iu ol ir ge 


Veni! ‘ oe da que 2 
02 aay es 
} i. 

aati oe 


AG 87 (6/76) 


| 
A 
al 
it 

5 
a | 
: 
if 10) 
q | 
a 

. 15) 

= | 
| 
A | 
“q 20, 
| 
"" 

25, 
a 
af 
Bg 
| 
J 


- 106 - Walker, cr-ex 

O. (Cont de) .vsuch records should be. kept, firstly 
who would keep them? Is it the employer who keeps them, and what 
does he do with them? 

A. Larger employers with inhouse occupational 
health programs usually will have these kinds of data available. 

O.ne 1S itovyour view that they shouldbe forwarded 
from there to some kind of central recording agency, like the 
government, for example? 

A. It should be made available to the government, 
yes. 

Q. We have talked...I have used the term linkage.. 
Hoguess that has a special meaning in. American Toreign policy 
BLcnt now, Goesn't. to ae Lim almostuatraid yi{ vel isedoLc. 

Can you tell me...I 've used that inva, very 
general context..can you tell me ideally, with an eye to 
bracticality, whatvkind OF anformation vou want to. see an oa 
recording system like that? 

A. One would want to see, obviously, exposure 
data, because if you are trying to show an association between 
a given disease, then exposure data becomes very, very important. 

So exposure data is important, and that's one of 
the reasons why. in all of our standards, in all the OSHA 
standards, the requirement for monitoring the workplace and 
medical monitoring of the worker is very, very important, 
because that data base will help us, one, to determine whether 
or not the standard that we have in place is effective. 

Q. Just one other, I think very brief question, 
in that area. Who would that kind of information be open to? 

A. Certainly, I think, the governmental agencies, 
the regulatory agencies which have the responsibility for worker 
protection should have that information. 

OL sO ay see Cana. sr. 
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A. The workers themselves ought to have that 
information available to them. 

Q. Meanswermovennowtbackttoe thetpolicy ,landtte.%4 
weil, “I don't'know that I'm°going to refer you specifically to 
it, but it's paragraph one nine nine zero point one three two, 
and that's the, Ssthat@and.the paragraph just preceding it is) the 
One which talkshabowt.the compilation of the priority lists -and 
Gie swo lists which a 

A. Page Fifty-two zero seven? 


Q. Fifty-two eighty-five. 


A. Candidates list and priorities? 

QO.) SFL fty-tworeigqury=five;.Tikave ot ate Ssornecy. 

AmekOkay« | 

QO. ZAOCChEAE: EAYsS®rseqoLnGlto Sound@a Gare leivernple, 
DUGrliteis Of seme Signiveicance itorme. 4slidontesknow at Weracttoe 


anybody else, and if it’ sounds a little simple I would appreciate 
it if you would just bear with me. 

It ties into my question about the comprehensive 
nature of your plan. What this policy “assumes, to be blunt about 
it, is that there is something that needs regulation, doesn't it? 

De MEMEISH 

Or iemean me hiestactevorSEhne mae 1 Si thames ase 
there were! somethings whichytinta practical contextepesorrys at 
there? were nothing inva ipracticalucontext-atilooseain. Toronto; 
that caused serious cancers, if this policy were in vlace 
nonetheless we would be working things through, because it's a 
continuous program, wouldn't we? 

A. If the agencv had not defined the problem that 
it was trying to resolve with this policy, we would have never 
promulgated such... 

OF I*see © ANGNGoes thatsreferrin ‘partibackoto 


the things you need to make the list - the one in a million...when 
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- 108 - Walker, cr-ex 
Q. (cont'd.) you showed the slides, andI know 
it's a direct quote out of the polrcyeitselt of whataliel hs that 
you have to have before you can get on the list...is that the kind 


of thing you are referring to? 


AL. Therdefiinition problem? 

OR Yes. 

ae IN@? 

QO. “MW sorny.oe I mmissine: something: 

A. - De referring. vou probably don ™tthave the 
introduction to the cancer policy...the four hundred thousand 


American deaths from cancer that occurred in 9 77, °monre th anara 
thousand persons per day. That's the definition of the cancer 
problem that we were facing. 

Q. To just review one point very quickly with 
you, that I think you made with Mr. Laskin, just to be sure that 
I understand it, you went through with him the way in which 
standards might be reviewed, and you gave us three examples - 
tirel Secretary (cal do ttl on) hae. ‘own, ita ipettitt vonucant golstoléthe 
secretary, and I've forgotten the third one now... 

A. A criteria document from NIOSH may generate 
Gat. "standard. 

OP MANGA ths tha teway, Hii througnwitatGrprocass 
and "that™process: only, Mwather,‘thatiiyour listiikeepsetip Ho date 
with scientific developments...your regulations and lists keep 
up to date with scientific developments? 

A You mean those sources of information? 

OF Yes. 

A. There may be many other sources of information. 

O®% 8 NO). Dot ath you shave val 'standand atone pane 
per million, and new data is developed which demonstrates that 
actually you should have a standard of five parts per million 
or point five parts per million, moving either way, it's throuch 


Pie PLOCESS).... 
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- 109 - Walker, cr-ex 
A. Through that process that we raise or lower 
7 the standards? 
5 Ole Yes. 
E fia” Yes. Vihnat.s correct. 


Oe Mheankeyous 


Oh, there's one other, I think sensitive area, 
J that I would like to review with you. You've talked about public 
dnput to this kind Of process, oand you've talked about where in 
10 the process public input comes. Have you ever confronted a 


problem or been part of a problem where it has been your perception 


far outweighed the scientific justification for that Outcry? 
Ae eS). 
Q. And can you indicate to me how you would 


15 
recommend that kind of situation be dealt with, in your experience? 


I A. “A Carefulsinterpréetation Of the scientific 
data to the public. A comprehensive public information system 
that translates scientific data into terms understandable by the 
pPublrec, 
20 Iewould not. Nesitate to say that I think it was 
an impression at one time that practically everything caused 
cancer, because picking up the daily newspapers there was a 
substance of the week, as we often said. I think there is 
misinformation in the public arena and I think we as scientists 
have a responsibility to correct some of the misconceptions 
a that are out there about, specifically, cancer-causing agente: 

Q. And beyond that, would I be assuming that 
we would be getting into the political sphere and you would want 
tO leave that to a’ politician co deal with? What youctarked 
about is’ the scientists” responsibility to deal wrth that, problem. 
30 Can you say anything about the manner in which the political 
element might want to deal with it, given your public service career? 


) 
J 


lL as a scientist that public outcry over a given substance has 
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i | = Why = Walker, cr-ex 
A. Well, I think we have a responsibility to 


educate the politicians. Part of our problem has been that many 


of the health issues have moved from the Clanicaly/ medical arena 


imto the political/legal arena, and the political/legal arena, 


the rules of debate are somewhat different. in that arena, 
exaggeration is often accepted as a practice. In the SOvent pine / 
medical community, exaggeration is at least frowned upon. 
I think we are facing that problem in some areas. 
10 Oe we Let acs 
A. And [think it often hampers our effort to 
Clearly define a problem and carry out the necessary regulatory 
strategies ,.to deal with it. 
Q. Is this an area where...going back to the 
discussion we had earlier...is this an area where the interaction 
15 between the political/social element and the scientific element 
Can become crucial? 
As Very rOrucial aves. 
On... YOu Nave tndicated.. well, agcainwsat the risk 
Sein abit Sint istacmmoute ist tO leach into at iis bEoceriy... 
a different government agencies are going to deal with elements 
| or chemicals that have carcinogenic properties, is that correct? 


what their mandate responsibility is? 
A. You mean food versus water and air, versus 
Occupational... 
25 On| That find. Gt thing. 
! As” Yes... Yes: 
Q. And they may, given the particular kind of 
| exposures which their area mandate may subject people to, may 
| have different kinds of standards...different standards...different 
| Kinds, I'm not. sure-if that's fair. sdiftferent <tancards? 


An ambient aiz Standard 1s going to be different 


I , And they'll deal with them in different context, devending upon 


87 (6/76) 7540-1171 


OEP th 3 Bs 
yrs ‘Dende hed. ed. | | daca 
piers feo them\ iapawits: ‘oe ol ep | 
et fepad\ fast slog. oatt k bares 
ti 
Aly 
rn 


jars eauden fneae >] Ae HR, @ Ss OIRGOR A are 
Koitignasoe sag, Ay agonist be? 9998 OBES Se St) Ae 
lesa bonwot seeet et 

} RB eae ange. 


; ae ea: 6 ad 
| ed i a 
sift of tosd paioe. ; bpd 6 addy i en ay 
‘edt -gtenw Bete. te ais ig eee a am ai ou Rehan aie 
nen bai pided, (° 


« 


se. 


wes Se evel 
ra + Lig age , 
Pea bah a 


jiginate: 223: gaatee pad: hos, as 


Bt A f TA s Mid a 
ch eae ovis ts niwes eer: cn bat bh wif 
vixedorg eid? yee beet of daut doe votin 
ginsme tio KIie Lseb od eniee uae 4, 


as bat at Sap 

igeetic J6 ah steed regen, pie vas? ve 
nega ‘patbasdeb sxedC ‘dren, Me a? oe ; . ty ie ie. 2° 
veh. “ogd be aes Seam ant ae , 


ave ey . ane baal teten ue | 


aa Ty ieee ae Lay ts a cs 
wig ( CR eS ae ; os f es Lt ; ny, ie faa} a 4 a 
a. 


ae : 
ae 


= 
: 


- 
5 
i 
= 
mi 
: 
. | 
a 
q 
rs 
a al 
7 


25. 


Ww 
oO 


87 (6/76) 


-_— = = 


- lll - Walker, cr-ex 

O., (contvas)) trom a drinking water Standard, for 
example’. Is’ that fair? 

(no audible response.) 

Q. Is there a program within your experience 
in the United States, is there a program which ensures a 
co-ordinated approach to the delineation of standards? 

A. Yes, there was. The inter-agency regulatory 
group that included the Consumer Products Safety Commission 
who were concerned about consumer products, the Environmental 
Protection Agency concerned about the natural environment, 
the Occupational Safety and Health Administration, the Food and 
Drug Administration. All of these agencies were members of the 
Inter-agency Regulatory Group. In fact, the umbrella cancer 
policy under which the Occupational Health and Safety 
Administration policy was developed was developed by this Inter- 
agency Group. So we all agreed that yes, animal data can be 
applied to human populations, and we all agreed that there are... 
we haven't been able to detect a threshold level, and we all 
agreed on what is a good animal study and what is a good 
epidemiological study. 

SO we agreed on the basic elements of the 
regulatory process. 

Q. You also, and I profess my ignorance to the 
American constitutional system...do you also have different 
levels of government having separate responsibilities in this 
area? 

A. Standards by and large in the occupational 
area... 

O.°, Welt tm thinking... 0 om isOrrmy, — woulda like 
you to apply your mind more generally as we just did in relation 
to anter-agency relationships. . What I'm really after here is, 


is there a similar plan for’ co-ordination among various. levels 
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= WALD = Walker, cr-ex 
Q. (cont'd.) of government, as well as among 
the various agencies of the federal government? 
D NGS ethereg ci. 
. Q. Can I assume that you would agree that that 
7S helpful? 
A. . Very helpful. 
QO. Perhaps even necessary, again to avoid 
duplication and inconsistencies? 
10 A. V@ry Very important. 


QO.,,1 presume. as well Since there: is = coingeto be 
new data generated in this area as time goes on, that you would 
agree that there has to, be some form of continuing research? 

No MOSc 

Q. And I would be curious to know whether or 
15} not you think government agency has any particular role to play 
im that research, either in the performing of the, researchuwin 
its own laboratories, in the setting of research priorities for 
Sther institutions, in unding, in erfect sin anyviway, paces the 
government, Dave a Tole to vplay in that larea,, anduiigso,, dawiour 
view what is that role? 

A.) ALD Orithevabove.) IT ethinkei tibasgthe 


responsibility not only to carry out research, but set national 


20 


research priorities, as well as provide support for those in 
the private sector, Tn academic institucions, tiatamavaewi sel 
Carry out that research. 
25 In fact,,.that was one of the driving forces 
behind our efforts to set priorities in terms of the substances 
that we were looking at. 

O.  JUSt a General questions ewould vou wantato 
see the money, the funding that was used for such research, 


Girected to specific specialized institutions, or would you 


30; want to see it more generally distributed <so that vdiffering 


Se 
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= 3s — Walker, cr-ex 

QO. (cont “day miviews could bev»obtained, “or do you 
Sec that as a particular question at all? 

Aw ONO, fb wouldethink Jit productive te Nave 
different views on these issues. 

O. “Can youytell us in your view, given the 
Current state of the art, what you think the present research 
PELOrities ought to. be? 

A. I think we certainly need to continue our 
10 efforts in the area of carcinogenesis. I think the whole area 
Siereproductive effects naseto be civen a high prvority.. 2 
think there is evidence to suggest that there are problems in 
the workplace with agents which may affect the whole reproductive 
system, and I think that should be given a high priority in our 
research efforts. 

S Q. You have indicated a couple of times this 
afternoon that you think that worker education programs are 
belotul.. shat I would like to know 1s 7firetiv, what rs a 
satisfactory worker education program, and I want to know 

quite frankly in your experience whether you think they work, 

ap and whether or not it is your view that the government has any 
Barticular rolesto play win relation to that ‘aspect of déating 
with the problem? 

A.’ #Yeahn? I- think it has worked) very wellvinva 
pumber of,indusiries' in the United States. 1 don’t think-2e 
can be accomplished by a film every week, every other week, 
25 shown, tCo.a group of woxkeus ws Tf think wit hast co spe van ongoing 
activity. TE must, include: intormation to the, worker, and icm 


speaking specifically of information to the worker on what he 


or she is exposed to, what the monitoring information shows in 
terms of his exposure, how he or she can protect himself, not 
only in the workplace, but outside of that occupational setting. 


sia I think there are any number of combinations of 
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A. KCOnE Ga) Strategies that an employer can use 


to effectively train his employees, and I think there are a number 
} 


Of places where that has been very, Very -etfective. 


0.0. US tiers ss government role to play in those 


programs? 


A. Government, 
Pose ito play. 


in my view, has a very important 


| 
| A Walker, cr-ex 


I think we have been VeLy el lective: ia training 


iL Managers and supervisors in workplaces so that they are inca 


mr POsittion to, or: can efrectively, train employees under their 


Supervisions. We have funded training programs put on bv unions 


| in our special Grants area. We have given money to unions to 


develop pamphlets and Carry out a comprehensive training proaram. 


| So I think government has an important role to 
ptay “in ‘that area. 


- Q. Since you mentioned dustribution of pamphlets 
to unions, does the nonunion plant provide you with any 
particularly larger Problem in this area - the area Of worker 
| education? 


A. On PT thank it does,, 1 think it Goes. Ee cs 


q 20/ SOmetimes much more difficult to reach the nonunion group than 
it is to reach the union Group, 


| efforts. 


and expose them to educational 


Q. I just have one other area thet, li want to 
ask you about. I presume that this whole business of exposure 
i in the workplace is a fairly widespread one, YOu CTING. i taesoread 

25) out throughout the United States, it's not Festrivered to any 
| particular geographic area. Is that cit Bs Ba aay 


A. I think you will find there are concentrations. 
For example, in the petrochemical industry in the southwest and 
northeast, the whole exposure is far more Critical than in some 


of the farming regions of our country. 
30 


QO. It's spread out over large areas, without 


“| Saying the whole country? 
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=~ 115 = Walker, cr-ex 
A. <Largesareas. 
Q. Mow, in those areas the workers who are 


exposed are presumably going to have at their disposal any number 


| of professionals that they may see - family doctors, or whatever, 
am LE right abouts thatiweitoo? 
A. They may. 
Q. All right. My question is, given the complexity 
of this problem, do you perceive that there is a problem, are you 
10, satisfied that the professional organizations such as the family 
| practitioner are suitably or appropriately informed as to these 
problems so that they can deal with them when they are confronted 
with them? 
Ang (NO. pila sthink.-.3 fawe snave identi fied) asmajor 
| Gap in, the training, of physicians. in. ours country).<{€ that pcaap: has 
| been the lack of attention to occupational-related diseases 
and environment-related diseases. 
MR. LEDERER: Thank you very much, Dr. Walker. 
If you will permit me, I have one other point I want to make with 
the Chairman, something of a personal comment. | 
a Li Want LOSS AY COW,OU,~ SliG,ethat. your reference 
to,cfootball today, has..thtrown. me. ont. entirely ..« J. thought baseball 
was your game and I'm going to have to completely re-evaluate 
my approach to %this thing. 
DR. DUPRE: All spectator sports are my game. 
MR. LEDERER: I'm sorry, Mr. Gladstone may have 
25 | one.other...1.could J gust, have: a. moment us i. .apologi ze. 
| DR: sDUPREgs ,Please: 
: MR. LEDERER: Q. Dr. Walker, I assume that when 
you were talking about the evaluations of risk, you used the figure 
of ten in a thousand might be considered to. be a significant...you 
would consider to be...I presume that was an arbitrary ficure 


30 : : : 
| that you used just for the purposes of discussion? 
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lia be Wy Walker, cr-ex 
THE WITNESS: “A. "Just. an -arpitrary figure. §cves. 


LEDERER: Thank you very much, Mr. Chairman. 


= 
< 
bo 


5 I apologize. 
DER. DUPRE? DE. Mustard: 
DR. MUSTARDS i want t6* cde@=backtoyoureésionificant 


risk, your reference to acceptable risk, and the issue which you 


brought up about chemicals and new chemicals. 
/ If” you are, in eftect*)“gorngs tow sAtroducesavpolicy, 
10 are introducing a policy that compounds’ will beescreened for 
| the biological effects, “and if you find» a- chemi calthate rvs to be 
introduced is positive in terms of causing cancer, by the assay 
systems you have set up, you now face a problem. It seems to me 
you have three options that you can do, how you can handle this 
| Ssupstance. One, you could ban™its Use’ Vr there-G's. ar substitute 
tn for it. Two, you could aliow its use, but requllate Weise that 
there is some...there is no risk to the worker, adopt the premise 
that 1t can be used; but that it ‘must be used’ in @ manner in which 
there is no risk to workers. “ivirdly ~you'can “co unto trestiack 
you allow its use, and from your animal exposure data you would 
20; project some risk assessment curve and then you would go through 
however you define significant or acceptable risk and allow its 
use under those terms. 

Now, is there any clear policy developed in the 
United States as to how to handle this question? Have they 
developed a clear set of cuidelines as to how they are going to 
25; allow new chemicals to be put into operation? 
| THE WITNESS Yes. Under the Toxic Substance 
| Control Act, the Environmental Protection Agency, there is a policy 
with respect to the use of these substances. In fact, the 
| industry must show that these substances are not carcinogenic. 


DR. MUSTARD: What if we suppose the substance 


30° 
) 46 a carcinogen and “1 "strif wish) te -introdtces1t. Siihat,Stheny. do 


| Vou.co tO me? 
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THE WITNESS: Then the option is to ban or seta 
permissible exposure limit. You may be aware of the efforts now 
in the United States to ban urea formaldehyde foam, an insulating 
agent’. 

OSHA has seldom used the banning authority. We 
have always tried to set a permissible exposure limit. We have 
taken into consideration the economic aSpectsy-and@felt that 
we could, iwithtthe co-operation of industry, reduce the level 
10 of exposure such that we can minimize the hazard. 

DR. MUSTARD: Okay, now let me expand this 
problem a bit further and ask whether you have any assessments, 
or the United States have any assessment within "tS agencies 
about an additional problem. I realize that when you did your 
articles that you referred to thé incidence of cancer, the 


15 Doll and Peto assessment of contributions of cancer was not 


Technology or something - which comes out with a maximum 
likelihood estimate that four percent of cancers are related to 
tne workplace, and it went up to about eight percent. That still 
is a significant figure in Ontario. Percentages are not really 


20 
the issue here. 


The most important point I think that they made 
in their article, from a scientific point-of wiewP wreh “an 
impact on public policy, is they conclude that really there is 
no satisfactory or treatment or cure for the NejOrrey toe internal 
25; Cancers, and therefore if one is really going to address the 
cancer issue, you have to address the source point, the cause of 
cancer. 

That poses then a very difficult dilemma, I 
would think, in the policy-making Machinery, because if you are 
concerned about cancer and you are prepared to invest large sums 


Or of money in treatment facilities, from the public purse, and on 
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DR. MUSTARD: (cont'd.) the other side of the 
COIs nand the limitations, only to spell it in Spades to you, 
in terms of the real impact on the curve side...if we go back on 
the other side of the coin, then maybe you have to address the 
Prevention side. 

Now, if you have got screening systems that allow 
you to determine whether a substance is a Carcinogen or not, 
in acceptable biological definitions of it, how can you come to 
what an acceptable risk is in under those terms, because you are 
faced with the dilemma that exposure carries a risk - at least 
on the things that you put on board. I Mean, yOu, Start to 2do 
a cost-benefit equation, you've GotCslo.put on the other side, of 
the coin all those other costs over there. 

Have you gone through that kind of problem and 
tried to work ‘those figures through and come up with some kind 
Of guideline that people can live with? Or is it... 

THE WITNESS: I think in some isolated cases 
we have, but as I said earlier I think there are two kings <0. 
acceptability - and that is the scientific/medical accep abiliay, 
and the whole political/societal acceptability. 

I indicated that from a scientific standpoint 
I would consider ten cases per one thousand workers as 
unacceptable. But translate that, put that in the political/ 
economic arena, it may be viewed as acceptable. 

DR. MUSTARD: All right. Let me then put a 
third point onto this and ask you if you have another question 
On. this-one. 

Some of us view the revolution that is taking 
place in industrial technology as a Very 1 mportant point in 
this equation. The ability to, design isolation systems, computer 
control systems, remote control systems, has expanded enormously 
in the last fifteen years. 


Has the agency ever looked at the cost of that 
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DR. MUSTARD: (cont'd.) technology in terms of 
its development and application in new processes where you 
introduce some new chemicals, and, say, applying that into your 
analysis so that in effect you can say Chat if you, do introduce... 
and let me give you an example in our own jurisdiction. We have 
a large number of nuclear power plants here, and they are 
Currently, I believe, having some discussions, at least with an 
agency that makes the space arm on Columbia...and of course which 
is like an arm, and the calculations are that they (can ‘probably 
reduce radiation exposure of people changing the tubes in the 
plants by more than seventy percent by just bringing that device 
in, and obviously there is some kind of cost equation estimate 
Byatshas to go: anto Enat. 

Have you taken a look at the use of chemicals 
in industry with the philosophy that you can introduce new plants 
using control systems and remote control systems which in effect 
would achieve virtually zero exposure to known carcinogens? 

THE Wi the sss Ves. 

DR. MUSTARD: That would have impact...the impact 
that would have on your regulatory policy? 

LAE SWittNn Sos Ves. 

DR. MUSTARD: Is that documented somewhere? 

THE WEINESS: il believe 2t) is, andy? icoulanct 
give you the’ exact citation now.) “Butusome Of that work has 
been done. 

DR. MUSTARD: I would appreciate it very much if 
we could get access to that evidence, because it seems to me in 
terms of the box you are in about new carcinogens that you have 
EO utace, I believe), (he questi onsorethe control technalLog 7... 

THE, WITNESS: (Yes. ) tin tact—1 think there. are 
Several plants where the flow and processing of chemicals are 


controlled from a central jcomputer nit, and there is very 
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THE WITNESS: (cont'd.) little exposure in some 
of these plants, of workers to these toxic agents: 

DR. MUSTARD) Thank you. 

DR. DUPRE: Dr. Walker, I don't want to detain 
you unduly but IT would dike to beg your indulgence for just really 
two hopefully very brief lines of cuestioning. 

The first line begins with the dialogue you were 
having with Mr. Lederer concerning the whole problem of setting 
priorities in a carcinogen policy. LT iust «wonder if 1. cota 
pick your brains a little bit with respect to the dilemmas that 
pernaps asbestos as a substance seems to pose in this reeard. 

Asbestos quite clearly is a substance that proves 
to be very hazardous as a workplace substance. As you know, 
however, the more information came into the public domain on 
the extent to which asbestos is indeed an occupational hazard, 
the more, of course, we found ground for some very real 
apprehensions about asbestos as an environmental hazard. 

Now, to the extent that asbestos...and this 
would mean, of course, very low levels of exposure in relation 
to the workplace...is indeed an environmental hazard in schools, 
public buildings and so on, to that extent, of course, if this is 
sO, is it certainly desirable to have asbestos control programs 
which, of course, if they are mounted with the sense of PELOFIEY 
that the environmental hazards may command, can outstrip the 
capacity of any kind of an occupational health regime to, of 
course, protect the health of the control workers who are 
involved. 

Now, I guess that in a prescriptive kind of way 
what I'm asking myself out loud and what I want to pick your 
brains on are questions like the following: To what extent 
can one devise a carcinogen-identification policy that might be 


sensitive to the relevant hazards of a substance in the workplace, 
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DR. DUPRE (cont'd.) “as distinct from in the 
| ; €nvironment? To what extent are there perhaps certain kinds of 
. a concepts that may complicate the issues of having up this kind 
| Of relative hazard? 
) | For example, to what extent is perhaps the concept 
i | of no-threshold Very Valiq ine the regulation, perhaps, of 
| | Occupational health...a concept which carried over into the 


environmental situation where, of course, you may be looking at 
| 10 exposure levels that are so low that they are almost the same 


as the background exposure levels, a complicating factor? 


| | Are there ways of, in other WOrGS,) “ERVinig sco 
| | sort out the extent to which substances may have quite different 


implications in the workplace as opposed to the environment, and 


is the extent to which the environment in the workplace from time 


to time entangled, a product of the way concepts have been applied 
for one or the other? 


THE WITNESS: “Yes; I think one. can Look at the 
whole question Of Telative risk in terms of the workplace where 


the exposures may be, for eight hours, much higher than in the 


20 nonoccupational setting where the exposures may be intermittent. 
| I think one can evaluate that and arrive at some 


, reasonable priority as to whether or not resources OCUGhE “toy be i..% 


| more resources ought to be put into reGucing occupational 
exposure as opposed to a nonoccupational exposure. 
One has to also look at the population abirisk. 


25 In the workplace one could say by and large healthy males, in 


some cases, in the occupational setting...that mav not be true 


any longer because there are females in the work force. Oo... as 


opposed to in the nonoccupatiocnal setting where you have a full 
| 

| spectrum ranging from infants to the elderly, and a main factor 
Mies cll of this. ..not that ar erin you can feed this into 


some kind of equation, into some kind of model, and come out 


as Se Oe 
Ww 
= oO 
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THE WITNESS: (cont'd@.). with-an answer at the 
end, but I think one is left with balancing and looking at all of 


e these elements and making some determination as to where our 


; 
j resources can achieve the most return...where can we get the 


maximum protection for a given expenditure of public’ dollars? 


i thinkwthat’sswhene we mhenpoe.the scientific 


and political/economic decisions. It's not an easy one. 


DR. DUPRE: As I look at North American jurisdictions 


10 a é : : ; 
that I have any familiarity. cwith, it.seems-to.me Bhat ,ywell, IT fait 


to find a decision makina point, even on an advisory basis, where 


these kinds of considerations can really come to the fore. When 
I bear in mind that most of the jurisdictions with which I am 
familiar will tend to have, say an occupational agency with; 

15 of course, an occupational hazard identification list, an 


environmental agency with that kind of a focus...fon- that matter, 


seer} (any a 


exceneral public. health agency, I have been looking for something 
that I haven't found, Have you...am I missing something? 
THE WITNESS: In some communities we have heard 
the leadership of the policy makers in that community say if 
20; we've got dollars to invest in an environmental prooram, I want 
to make sure we remove the asbestos from the schools — that is 
the future generation, and if we destroy their basic biological 
structure now, we've in effect destroyed the future generation. 
I think we've seen a lot of emphasis put on 
reproductive hazards, because here we are talking about effects 
r onto the mother, and sometimes the father, as well as the 
Offspring. But Ll don‘tythink there 4 > anys Clear-cut 4 neat “formula 
that you can plug in some numbers and get. am panswer. st Vonan 
Ongoing balance and evaluation kind of Process,) andeely thank. it 
requires a multiple-discipline approach. It cannot all be 
30; decided by politicians, and not all by the scientists, but an 


interaction of those disciplines to come up with some resolution 


| of thatcenessie. 
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DR. DUPRE? (Ati the anterpolitical level in 
Washington, were you aware of any particular kinds of interagency 
liaison, say among NIOSH, OSHA, EPA, that would be looking at 
this question of the relative hazardousness of substances in 
the workplace, as distinct from the environment, as distinct from 
general health considerations? 

THE WLTNESS:) “I have no say no. 

DR. DUPRE: Quite probably because it would 
mena waste of time. .. 

THEO WENO Seo rr ike todt,. StuIre tnater “voor 
there was an effort on the part of OSHA and EPA to take a’ look 
aie  elgiakeye In fact, On a number of occasions we have said, 2f 
we control it in the workplace, what effect would it have on the 
environment? If we control it in the workplace, would it have 
an impact on the water supply, would it have an impact on 
air resources? Yes, this was done. This was an ongoing 
relationship. 

In fact, we convened...I personally convened a 
meeting with the EPA on the cancer policy, examining these 
kinds of issues. Yes. 

DR. DUPRE: And did you take these initiatives 
Simply as the matter arose, or would it have been more useful 
to you if you want to take some initiative if there had been some 
facilitating provisions, either in legislation or something else? 

THE WITNESS: If there had been some facilitating 
mandate from Congress or from the executive branch, I think it 
would have been far more productive. 

DR. DUPRE: What kind of mandate would you have 
been looking for, Dr. Walker? A directive that EPA and OSHA 
should do what, liaise regularly, have a formal interagency 
committee? 

THE WitNE SS 2 seeves ena tere AW OSGi An atiGun® thes 
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THE WITNESS: (contd. LeguLacory.:.should have 
a formal process to review common concerns and issues and come 
up with some resolution of the problems that should be solved. 

DRe- DUPRE: =Some kindof interagency committee 
on the hazard identification? 

THE WiTMESS:) Yes? 

DR. DUPRE: The other question, long question I 
mave=ils again, I hope, VEryeDELeEr, bue dames. 

THE WITNESS: Let me say that we were moving 
in that direction with the Interagency Regulatory Group...the 
IRLG which I referred to earlier. That was not a mandated 
group. It was a group of administrators who felt that it was 
important that we pool our efforts and resources and lookwate the 
kinds of issues that you have described. 

DR: DUPRE The ITARG.’.. 

THE WITNESS: IRLG...Interagency Regulatory 
Liaison Group. 

Die | DUPRER™ Gnecapttal Letters = T M@aIh, i. ce LS 
set up by formal agreement among the agenctess. . 

THF WITNESS: By formal agreement among 
agencies, the agency heads, yes. 

DRy DUPRE s*-is*therey 

THE WITNESS: In fact the formaldehyde document 
was a product of the Interagency work group, and there is a 
general cancer policy developed by that grouno. 

DR. DUPRE: Now, if one wanted to trace the 
creation of that grouyv, would find the record in the Federal 
Register, some kind of announcement that this... 

THE WITNESS: There is a record that the Assistant 
Secretary of Labour, the Administrator of the Environmental 
Protection Agency, the Chairman of the Consumer Products Safety 


Commission, met, agreed to develop an agreement as to how things 
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| Sas Walker, cr-ex 
THE WITNESS: (cont'd.) would be done. There is 
| | such a document. 
| DR. DUPRE: We could find the text of that document 
| | ain the Federal Register? It's apublic document? 
THE WITNESS: In the Federal Register, yes. It's 
a public document. 
) DR. DUPRE: Roughly what year did you imacine that 
PF W@eght,be? 
. 10° THE WITNESS: The...President Carter came into 
| office when...the beginning of the Carter administration. 
DR. DUPRE: So it would be in early 1977. 
THE WITNESS: Early seventy...I remember issues 
) by administration. 
DR. DUPRE: The other matter pressing I have, 
as Dr. Walker, simply has to do with the inspectional side of 
|) «OSHA. 
| Now, as I...am I, correct in understanding that 
) | the basic OSHA approach to inspection is to send in both a safety 
| specialist and an industrial hygienist to do the inspection? 
| on THE SWLLTNESS 4 Yes. 
| DR. DUPRE: So you have really for inspectional 
| | purposes one force for safety, the other force for health? 
THE WITNESS: Yes. There has long been an effort 
| tO -try to,reduce that to. one. OSHA .for)a-long time, operated 
| with safety inspectors. Industrial hygienists are difficult to 
25 recruits.) Theresaresnot that.manysindustrial hygienists. 
But I think OSHA has now tried to increase the 
Po mndustrial hygiene manpower, but yes, there are two - a safety 
| person and an industraad hvgienist)who,,go/out..« 
DRs »DUPRE. As someone who was, of course, on 
an! the health standards side of the industry, and just given your 
| general knowledge, can I ask you this - which do you think is 
a 
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- 126 - Walker, cr-ex 
DR. DUPRE: (cont'd.) the better direction in 
| Me orc to go, to try ito encourage the development of competent, 


5| parallel safety and health inspection forces, or to tHy as: mucn 
| as possible to combine... 

| THE WITNESS: I think the desirable approach 
would be to train industrial nygtenists tO tdentiry sarery 
hazards. So that one inspector can go"lntco that olant: and 


| | evaluate both safety problems, as well as the power to set up 
10 


the monitoring equipment, to measure toxic substances and be able 
| to interpret those data to management, etc. 

| | Bical atin iicoeee 

DE. DUPRE. © You (dou ct sthink atotcan be mone tne 


Mmpeceier way around, though, to train a Salety inspector Lo do the 


hygienist's job? 


Mm che sarety, the™background of “that safety inspector. The 


industrial hygienists, as you probably know, come from either 


| | THE WITNESS: It depends to a large extent upon 


the scientific or the engineering discipline, and I guess I have 


Gepersondl prererence for) training the industriral hygienist to 


20, recognize safety hazards. That's just my own personal bias, 
I guess. 

DR. DUPRE: As an alternative possibility, does 
it make sense, perhaps, to think of a situation where the safety 
inspectors, or an inspectorate that was largely safety oriented, 
could be developed to the point where they would know when and 
os) how to call in a health inspector? 


THE WITNESS: © Yes, ves, Yes) J think that. cousd 


be done. Sure. 


that perhaps, given the relative qualifications, the relative 
30 number of persons already in place in inspectional forces, that 


this is the most practicable and feasible way of doing things? 


| DR. DUPREs~ Le itelikely, from your experience, 
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ea ELE Walker, cr-ex 

THE WINE Cossu aw thninkk tts practical vand 
economical. 

DR. DUPRE: More so, perhaps, than trying to have 
two fully-fledged and parallel inspectional forces? 

THEY WETHESS:— Yes. 

DR. DUPRE: And the idea would be to have the 
safety people really up front calling in the industrial 
hygientists, rather than the other way (around? ~lsithat whats. . 

THE WITNESS tae would prefer to see 1 ier nad 
eerecommendation to make; it would be to train the <industriaal 
hygienists to identify and make recommendations for correcting 
the safety hazards, rather than having it the other way around... 
Or rather than have two separate persons going in to a plant and 
making evaluations. 

DR. DUPRE: Counsel, “any? further questions? 

MRE LASK IME sb con weebelreve so;eMra Chairman, 
Srhner than to thank oun witness. 

DR.) DUPRE sO wWell, Dr Walker, Tqnreeted. you jas a 
most distinguished public servant who has indeed served Dayton, 
Cleveland, the District of Columbia, New Jersey, Michigan, the 
U.S. Federal Government. I think that I speak for all here when 
tesay chat “you, could addsontarionto theenoteh of jurisdictions 
that you have served in spades after your most useful contribution 
Loudy, jolt. |) Thanks VOULVEL yy, Very winuch:. 

THE WETNESS eo Mr wChamrmany,e tnank OU MNLOR mene 


Minuvdetatton tO, be here. 
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